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METHODS, FACILITIES, AND CONTROL INFORMATION

E. Methods, Facilities, and Control Information
This section of the IDE application should incorporate or reference a description of the methods, facilities, and controls used for the manufacturing, processing, packaging, and (if applicable) installation of the device.  
1.0
Device Manufacturer

1.1
Manufacturer name, address, and contact information:

Incorporate the following information:



Name of device manufacturer



Address



Contact person



Telephone number



FAX number

1.2
Manufacturer compliance with Subpart C, Design Controls (section 820.30), of the Quality System Regulations (21 CFR Part 820): 
Specify whether or not the manufacturer of the device is a commercial or contract manufacturer with a history of operating in full compliance with the FDA’s Quality System Regulations; in particular the Design Controls section (i.e., Section 820.30) of these regulations.   If the manufacturer of the device does not operate, or does not have a history of operating,  in full compliance with these regulations, provide a reason for such non-compliance (e.g., the device manufacturer is an academic institution and the proposed clinical investigation of the device is limited to a feasibility or pilot study).
If the device being evaluated in the proposed clinical investigation is currently a commercially marketed device (i.e., labeled for a different clinical indication), specify this and incorporate under this section (or in a referenced Appendix), a letter or other written notification from the commercial manufacturer authorizing the FDA to access the manufacturer’s respective PMA or 510K application or, if applicable, the manufacturer’s Device Master Record (i.e.,, the compilation of records containing the procedures and specifications for a finished device). 

If the device being evaluated in the proposed clinical investigation is currently being evaluated (e.g. for a different clinical indication) under a separate industry-sponsored IDE, specify this and incorporate under this section (or in a referenced Appendix), a letter or other written notification from the manufacturer authorizing the FDA to access the manufacturer’s respective IDE or Device Master Record (i.e., the compilation of records containing the procedures and specifications for a finished device).
2.0
Device Design and Manufacturing Information (Incorporate this section if the device or other components of the device system is (are) being manufactured by or under the direction of the investigator-sponsor for the specific purpose of its evaluation under this IDE application.) 
Note: the extent of the manufacturing information to be provided under this section must be adequate so as to permit a judgment that the manufacturing, processing and quality control testing procedures will result routinely in a device that meets the intended specifications.  It is recommended that the manufacturing information be presented in the following format and address, at a minimum, the following information:

2.1
Device design:
Provide an adequate characterization or description of the device and its operation to include the (a):

· Design/engineering drawing of the device

· Rationale for the device design

· Device and device performance specifications

· Description of the device materials (including biocompatibility information)
· Description of device function (e.g., how does the device and/or other components/subsystems work together to achieve the desired function)

· Validation testing  for the subsystems and main system

Note: the manufacture of devices for evaluation under investigator-sponsored IDE applications is subject to compliance with the Design Controls section (Section 820.30) of the FDA’s Quality System Regulations (21 CFR Part 820).  While it is not necessary to address compliance with each of the Design Control requirements in the IDE application, the investigator-sponsor and/or manufacturer should be able to provide certain documentation that the following activities have occurred and/or that applicable processes and procedures are in place:
· Design input. Design input refers to the process for ensuring that design requirements relating to a device are appropriate and address the intended use of the device, including the needs of the user and patient. Design input establishes the desired physical and performance requirements of device that are used as a basis for device design.  The design input discussions and requirements should be documented and should be reviewed and approved by the investigator sponsor.  The approval, including the date and signature of the investigator-sponsor, should also be documented.
· Design output.  Design output refers to the process for defining and documenting that the output of the device will be in conformance with the design input requirements.  Design output procedures shall contain or make reference to acceptance criteria and shall ensure that those design outputs that are essential for the proper functioning of the device are identified.  Design output discussions (i.e., which are anticipated to occur at each design phase and at the end of the total design effort) should be documented, reviewed, and approved by the investigator-sponsor before the next design phase or release of the device.  The approval, including the date and signature of the investigator-sponsor, should be documented.  Note that the design output process forms the basis for the acceptance criteria of the final device that appear in a Device Master Record; i.e., the compilation of the records containing the procedures and specifications for a finished device.
· Design verification. Design verification involves confirmation by examination/testing and the provision of objective evidence that the design output meets the design input requirements.  The results of the design verification, including identification of the design stage, method(s), the date, and the individual(s) performing the verification should be documented in a Design History File; i.e., the compilation of records which describes the design history of a finished device..

· Design review: Design review refers to formal, systematic (i.e., conducted at planned intervals) reviews of the design verification results conducted at appropriate stages of the device’s design development for the purpose of evaluating the adequacy of the design requirements, evaluating the capability of the design to meet these requirements, and identifying problems.  The outcome of the design reviews, including identification of the design stage, the date, and the individuals involved in the review should be documented in the Design History File.
· Design validation. Design validation refers to the process and procedures for confirming, by the collection of objective evidence, that the device specifications conform to the user’s needs and intended use(s).  Design validation should be performed under defined operating conditions on initial production units, lots, or batches, or their equivalents.  Design validation should include testing of production units under actual or simulated use conditions; and should, where appropriate, include software validation and risk analysis.  The results of the design validation evaluation(s), including identification of the design, method(s), the date, and the individual(s) performing the validation should be documented in the Device History File.

· Design transfer.  There should be an established (i.e., written) process and corresponding procedures for ensuring that the acceptance criteria associated with the final device design acceptance are correctly translated into production specifications.

· Design changes.  There should be an established (i.e., written) process and corresponding procedures for the identification, documentation, validation or where appropriate verification, review, and approval of design changes before their implementation.
2.2
Manufacturing controls:
Provide a description of the process validation and the manufacturing controls (i.e., quality control testing) that will be used to ensure that the device(s) is (are) produced in accordance with the device design and performance specifications. 

Note that process validation refers to objective evidence that a process consistently produces a product that meets its predetermined specifications.  Appropriate process validation is particularly important if the manufacturing process results in the production of multiple units of the device wherein only a sample of the total batch or lot will actually undergo defined quality control testing to ensure that the devices meet or exceed defined specifications prior to their release for human use.  Emphasis on appropriate process validation may be lessened if the manufacturing process is directed at producing a lot or batch comprised of only one or a very limited number of devices and the quality control testing is performed on each device in the lot or batch prior to its release for human use.  It is thus important to specify under this section if the manufacturing process will be directed at producing only one or a limited number of devices per given lot or batch. 
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