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 Version: 2
Release Date: 09/16/2020
AS PART OF THE FDA'S CASE FOR QUALITY, A VOLUNTARY MANUFACTURING AND PRODUCT QUALITY PILOT WAS LAUNCHED ON DECEMBER 28, 2017.  PARTICIPANTS IN THE PILOT ARE PART OF THE AGNECIES EFFORTS TO EVALUATE A THIRD-PARTY EVALUATION AND TO ADJUST AGENCY PRACTICES AND POLICIES TO INCREASE THE CAPABILITY TO DRIVE CONTINOUS IMPROVEMENTS WITHIN THE MEDICAL DEVICE INDUSTRY.   MODIFICATIONS TO THE ORIGINAL AND MODULE PMA/HDE MANUFACTURING SECTION SUBMISSIONS FOR PARTICIPANTS ARE BEING PILOTED TO SUPPORT THE IMPROVEMENTS AND TO ENABLE INCREASED UNDERSTANDING OF ORGANIZATIONAL PERFORMANCE AND PRODUCT QUALITY. 
ANY QUESTIONS OR CONCERNS REGARDING THE FORMAT OR PROCESSING OF THIS SUBMISSION SHOULD BE DIRECTED TO  CASEFORQUALITY@FDA.HHS.GOV. 
I am the Applicant for the submission under review?
Select "Yes" if you are the applicant for the PMA/HDE under review. Select "No" if you are the manufacturer but not the applicant. The selection will prompt you to either complete additional sections of the form, or remove the sections that are not applicable to you. 
NOTE: Facilities that are not enrolled in the CfQ VIP Pilot, and  are  responsible for the manufacture, processing, packing, storage, and where appropriate, installation for the device under review (finish device) will be required to submit a separate volume including the information outline under "Quality System Information for Certain Premarket Application Reviews; Guidance for Industry and FDA Staff"
Cover Information:
Address:
Address of the facility submitting the form.
Primary Point of Contact:
Contact details and Email information for applicant or primary contact
Alternate Contact:
Name and information of an alternate contact if applicable.
List all sites responsible for the manufacture, processing, packing, storage, and where appropriate, installation for the device under review:
 
NOTE:  In accordance with current regulatory requirements these sites must be in compliance with 21 CFR 820 requirements. All facilities must have had an FDA inspection and are in compliance with regulations and the Act. FDA will conduct a preapproval inspection if the facility has never been inspected by FDA, or MDSAP in the past.
List all of the facilities that are responsible for the manufacture, processing, packing, storage, and where appropriate, installation for the device under review. Note: All facilities responsible for the manufacturing, processing, packaging of a finished device must have had an FDA inspection or MDSAP audit and are in compliance with regulations and the Act. FDA will conduct a pre-approval inspection if the facility has never been inspected by FDA, or MDSAP in the past. 
Design Control Requirements
Are you responsible for establishing design controls for the device under review?
Design Control section is only applicable, and should be completed, if the facility enrolled in the CfQ VIP program is responsible for design controls
 Design and Development Plan 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Provide a summary of design and development plan procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Design Input 
Provide a summary of design input procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process to ensure that the design requirements relating to a device are appropriate and address the intended use of the device, including the needs of the user and patient. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Design Output 
Provide a summary of design output procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process for defining and documenting design output in terms that allow an adequate evaluation of conformance to design input requirements. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Design Review 
Provide a summary of design review procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process to ensure that formal documented reviews of the design results are planned and conducted at appropriate stages of the device's design development. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Design Verification 
Provide a summary of design verification procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process for verifying the device design. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Design Validation 
Provide a summary of design validation procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process for validating the device design. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Design Transfer 
Provide a summary of design transfer procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process established to ensure that the device design is correctly translated into production specifications. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Design Change 
Provide a summary of design transfer procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process established to ensure that the device design is correctly translated into production specifications. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Design History File
Provide a summary of design transfer procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process established to ensure that the device design is correctly translated into production specifications. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
 
Manufacturing Control Requirements
Have you completed the validation of all processes that cannot be fully verified by subsequent inspection and test, for the device under review?
 
Please provide a summary for critical processes that required validation.  The summary should include the following information: a) Process Description, b) Associated Equipment/Tool, c) Process validation summary and acceptance determination, d) Deviations identified, disposition, and rationale, e) Date completed and associated report number. Note: in the event where validations are not complete at the time of submission the information can be provided when available. Please provide a plan of when these activities will be completed. 
Please provide a summary of process validation documentation for those processes that you deem critical
The information can be provided when available. Please provide a plan of when these activities will be completed. 
 
[Note: if this is a modular submission. You may submit this documentation along with the last module, typically the clinical module, and notify your GMP reviewer via email.]
Established Procedure for Environmental and Contamination Controls
Provide a summary of design review procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the contamination control process, if such control is necessary to meet manufacturing process specifications. Further, describe the environmental conditions when such conditions could reasonably be expected to have an adverse effect on product quality. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable. 
Established Procedure for Inspection measuring, and test equipment; if routinely calibrated, inspected, checked, and maintained
Provide a summary of design review procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process established to ensure that equipment is routinely calibrated, inspected, checked, and maintained. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Established Procedure for Receiving Acceptance Activities.   
Provide a summary of design review procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process for acceptance of incoming product. Incoming product shall be inspected, tested, or otherwise verified as conforming to specified requirements. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
 If contracting out the finished device manufacturing, please provide the acceptance    criteria associated with the product received. 
Please provide the acceptance criteria associated with critical components for the device under review.
Established Procedure for Final Acceptance Activities
Provide a summary of design review procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process for finished device acceptance to ensure that each production run, lot, or batch of finished devices meets acceptance criteria. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Established Procedure for Nonconforming Product
Provide a summary of design review procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process to control product that does not conform to specified requirements. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Established Procedure for Corrective and Preventative Action (CAPA)
Provide a summary of design review procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process for implementing corrective and preventive action. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Established Procedure for Complaint Files
Provide a summary of design review procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Describe the process for receiving, reviewing, and evaluating complaints by a formally designated unit. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Established Procedure for Servicing
Provide a summary of design review procedure, if the procedure is significantly different from the process defined in the procedures previously reviewed by FDA.  If procedures have already been reviewed by FDA, list the PMA submission or Master file which covered the procedures implemented at your facility. 
Is the process currently established significantly different from the process defined in the procedures previously reviewed by FDA?
Where servicing is a specified requirement, describe the process establish for performing and verifying that the servicing meets the specified requirements. If servicing is not a specified requirement, check N/A. If such processes have been previously reviewed by FDA. Please list the submission number where the procedure was reviewed and deemed acceptable.
Essential safety and performance requirements Example
(Device: Surgical Mesh)
 
Mesh thickness, mesh weave characteristics, pore size, mesh density, tensile strength, device stiffness, suture pull out strength, burst strength and tear resistance. 
 
Failure Mode: Inadequate control of these critical product characteristics can lead to adverse events and failures of the device that include physical degradation of the mesh, migration, erosion, and granulomas.
 
Controls: Identify these product characteristics during the design stage along with the acceptance criteria. [21 CFR 820.30(d)] [QSIT Design Control Objective#5 and #6]
 
Perform acceptance activities to ensure that acceptance criteria for these critical product characteristics are being met. [21 CFR 820.80] [QSIT P&PC Objective #2]
An organization may have already identified the critical attributes, failure modes and controls as part of the IDE study as noted page 15 of the following guidance titled "Investigational Device Exemptions (IDEs) for Early Feasibility Medical Device Clinical Studies, Including Certain First in Human (FIH) Studies". Specifically, table titled "Table 1: Column Definitions for a Device Evaluation Strategy Table"  defined the device attribute (column 1), failure mode (column 2 and 3), device design associated with the attribute (column 5), mitigations and controls in place (column 8 and 9). it is recommended that if the following format is utilized that the organization also include a column describing additional manufacturing controls, and metrics in place (if applicable). 
Additional references: ISO 16142-1:2016 includes the essential principles of safety and performance that when met, indicate a medical device is safe and performs as intended.
 
Process Validation Examples
Process Validation Example
An example is provided below.  The summary may be in this format or may be submitted in a report that includes the information noted above.
Process to be Validated    
Validation Summary    
    Deviation Summary
Process
Process Description
Equipment/Tools
Validation Activity
Results
Acceptance
Deviation
Disposition
Results
Sterilization Process Changes Example
The samples below vary depending on the sterilization process.  Apply the format that corresponds to the sterilization method(s) used for the devices in this submission.  
Ethylene oxide 
Process
Validation Summary    
    Deviation Summary
Assessment
Summary Information
Results
Acceptance
Deviation
Disposition
Results
Bioburden
Bioburden validation summary including the validation method, extraction method, extraction time/temperature, species used for enumeration method, culture media and time, and recovery efficiency and correction factor; action/alert limits, and the monitoring frequency
Sterilization Process Validation
Summary of validation activities performed (i.e. IQ, OQ, PQ, MPQ, PPQ)
Bacteriostasis/ Fungistasis
Summary of activities performed
EO Residual Testing
Summary of methods used for testing and the allowable limits	
Bacterial Endotoxin Testing	
Summary of testing methods, batch testing method (number tested per batch, frequency of batch, allowable limits.	
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Radiation sterilization
Process
Validation Summary    
    Deviation Summary
Assessment
Summary Information
Results
Acceptance
Deviation
Disposition
Results
Bioburden
Bioburden validation summary including the validation method, extraction method, extraction time/temperature, species used for enumeration method, culture media and time, and recovery efficiency and correction factor; action/alert limits, and the monitoring frequency
Sterilization Process Validation
Summary of validation activities performed (i.e. IQ, OQ, PQ, MPQ, PPQ), dose map, dose verification, and sterility testing method
Bacteriostasis/ Fungistasis
Summary of activities performed
Bacterial Endotoxin Testing	

Summary of testing methods, batch testing method (number tested per batch, frequency of batch, allowable limits.	
Chemical Sterilization
Process
Validation Summary    
    Deviation Summary
Assessment
Summary Information
Results
Acceptance
Deviation
Disposition
Results
Bioburden
Bioburden validation summary including the validation method, extraction method, extraction time/temperature, species used for enumeration method, culture media and time, and recovery efficiency and correction factor; action/alert limits, and the monitoring frequency
Sterilization Process Validation
Summary of methods to demonstrate viral inactivation, viral inactivation risk assessment, include future monitoring of risk
Bacteriostasis/ Fungistasis
Summary of activities performed
Bacterial Endotoxin Testing	

Summary of testing methods, batch testing method (number tested per batch, frequency of batch, allowable limits.	
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