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STATUS: eSTAR INCOMPLETE
This eSTAR is incomplete, and will be treated as an improperly prepared eCopy and not reviewed. You will be notified by a standard eCopy Hold email.
STATUS: eSTAR COMPLETE
Introduction
This template is intended for use in both constructing a non-in vitro diagnostic medical device premarket application/submission, and in being a resource of non-in vitro medical device premarket regulations. It contains regulatory information pulled from both International Medical Device Regulators Forum (IMDRF) documents, as well as regulatory documents (e.g. guidance documents).
This template is only used for constructing, not submitting, your application or submission.  Directions at the end of the template provide instructions on how to submit it.
Key
Before entering a question or section, assistive technology will state whether the question or section is complete or incomplete, and also whether the question or section is required or optional.  When a red bar is present on screen, the assistive technology will indicate the question or section is required and incomplete.
When a green bar is present on screen, the assistive technology will indicate the question or section is required and complete.
When a gray bar is present on screen, the assistive technology will indicate the question or section is optional.
?
Buttons immediately following question are help text buttons, which will provide help in the form of text, links, and images.  When images are present, the text will describe their appearance.
Hover Text
Hover text will be read by the screen reader for the associated heading.
      
        A Red Bar indicates the associated required question, or a required question in that section, wasn't answered.
  
        A Green Bar indicates the associated required question, or all required questions in that section, was answered. 
  
        A Grey Bar indicates the associated question is optional. Green and Grey Bars act as left borders when present.
        Blue Help Text Buttons when clicked display regulatory information pertaining to the question or section        heading they immediately follow. Assistive Technology (AT) users including text to speech, will hear "Help Text Button." If activated, the help text windows will open, and can be closed by tabbing to the OK key and pressing return.
                  Hover text displays information about your application, such as the date an attachment was attached, or, if the section corresponds to an IMDRF harmonized section, the hover text will display the IMDRF Table of Contents N9 chapter number. If you need to number the attachments, we recommend using the IMDRF chapter numbers.
FAQ
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Required Question Incomplete
Required Question Incomplete
Application/Submission Type
You can submit eSTAR to US FDA and Health Canada. After you complete an eSTAR for one jurisdiction, you can reuse the eSTAR by adding content unique to the other jurisdiction. If you are reusing this eSTAR, 1) Save your eSTAR file with a different filename. 2) Change the jurisdiction below. 3) Complete the new requests that are unique to the other jurisdiction. 4) Submit the modified eSTAR to the other jurisdiction.
Attachments may be shared between multiple regions as long as contents are included that are applicable to all regions (e.g. IMDRF Common Content). Regional content in shared attachments should be distinguished and/or separated according to the jurisdiction it is intended. For example, if you need to include device comparison information in the device description, within the same document, separate the comparison information according to the jurisdictions.
Required Question Incomplete
Required Question Incomplete
Application Jurisdiction
Required Question Incomplete
Required Question Incomplete
Choose you language Choisissez votre langue 言語を選択する Escolha o seu idioma
Required Question Incomplete
Required Question Incomplete
Application Purpose
If none of the attachments to a question are relevant to the question or if an inaccurate response is provided to any question, the submission may be put on an early Technical Screening hold, which would request correction of these inadequacies. Examples of responses that would place the submission on a Technical Screening hold include:  stating "0" wireless functions are used, but wireless functions are used by the device, improperly indicating device(s) changes are appropriate for a Special 510(k), improper citation of attachments or page numbers in text boxes, stating "N/A" in text boxes that are applicable. An example of an irrelevant attachment includes providing attachments to the software description question none of which contains a software description. FDA may also put the submission on hold if a legible English (i.e. not broken English) translation for any documentation provided is not included.
The content of this template complements the FDA reviewer's smart template used in reviewing submissions, and therefore this template will provide the reviewers what they are expecting. This may reduce the number of inconsistencies and omissions in your application/submission documents, and therefore the number of additional information requests the FDA may send to you.
Required Question Complete
Required Question Complete
Application Purpose
A Premarket Notification (510(k)) is required for each person who wants to market in the U.S., a device intended for human use, except when: a) a Premarket Approval (PMA) is required, or b) the device is exempt from 510(k) requirements of the Federal Food, Drug, and Cosmetic Act (the Act) and does not exceed the limitations of exemptions in 21 CFR XXX.9, where XXX refers to Parts 862-892, of the device classification regulation chapters (e.g., 21 CFR 862.9, 21 CFR 864.9). 21 CFR 807.87 describes information requirements for a 510(k) submission. Before marketing a device, each applicant must receive an order, in the form of a letter, from FDA which finds the device to be substantially equivalent (SE) and states that the device can be legally marketed in the U.S. This order "clears" the device for commercial distribution.
The statutory criteria for substantial equivalence are defined in section 513(i) of the Food, Drug, and Cosmetic Act (FD&C Act). To find a new device substantially equivalent to a legally marketed predicate device, FDA must find that the two devices have the same intended use. FDA must then determine that the two devices have the same technological characteristics, or that any differences in technological characteristics do not raise different questions or safety and effectiveness and that the new device is as safe and effective as the predicate device. A legally marketed device, as described in 21 CFR 807.92(a)(3), is a device that was legally marketed prior to May 28, 1976 (preamendments device), for which a PMA is not required, or a device which has been reclassified from Class III to Class II or I, or a device which has been found SE through the 510(k) process. Devices granted marketing authorization through a De Novo classification request can also serve as legally marketed predicate devices. The legally marketed device to which equivalence is established is commonly known as the "predicate."  Although devices recently cleared under 510(k) are often selected as the predicate to which equivalence is claimed, any legally marketed device may be used as a predicate.  Legally marketed also means that the predicate has not been removed from the market at the initiative of FDA or has not been determined to be misbranded or adulterated by judicial order (21 CFR 807.100(b)(3)).
Until the applicant receives an order finding the device SE, the applicant may not proceed to market the device. Once the device is determined to be SE, it can then be marketed in the U.S. The SE determination is usually made within 90 days and is made based on the information submitted by the applicant.
Please note that FDA does not perform 510(k) pre-clearance facility inspections. The applicant may market the device immediately after 510(k) clearance is granted. The manufacturer should be prepared for an FDA Quality system (21 CFR 820) inspection at any time after 510(k) clearance.
Application Flow
The Device Description section will collect information about the device. In the next section, Indications for Use, the applicant provides the device(s) Indications for Use. With the information in the Device Description and Indications for Use sections, the applicant will then be able to determine the classification in the next section. With the product code, an appropriate primary predicate device can be determined in the first part of the section that follows, Predicates and Substantial Equivalence. With a primary predicate the applicant will then be able to provide a complete substantial equivalence comparison in the second part of Predicates and Substantial Equivalence. The applicant will then justify any differences with the predicate, and provide data verifying the device(s) are safe in the final sections of this template.
For additional information regarding De Novo classification, please see 
Evaluation of Automatic Class III Designation (De Novo) within the CDRH Device Advice website.
The De Novo classification process provides a pathway to classify a low to moderate risk device for which general controls or general and special controls provide reasonable assurance of safety and effectiveness, but for which there is no legally marketed predicate device or existing classification regulation. De novo classification is a risk-based and evidence-based classification process.
In accordance with section 513(f)(1) of the Federal Food, Drug, and Cosmetic Act (the FD&C Act) (21 U.S.C. 360c(f)(1)), devices that were not in commercial distribution before May 28, 1976 (the date of enactment of the Medical Device Amendments of 1976), generally referred to as postamendments devices, are classified automatically by statute into class III without any FDA rulemaking process.  These devices remain in class III and require premarket approval (PMA) unless the device is classified or reclassified into class I or II or FDA issues an order finding the device to be substantially equivalent to a predicate device that does not require PMA, in accordance with section 513(i) of the FD&C Act.
In 1997, the Food and Drug Administration Modernization Act (FDAMA) added the De Novo classification pathway under section 513(f)(2) of the FD&C Act, establishing an alternate pathway to classify new devices into class I or class II that had automatically been placed in class III after receiving a Not Substantially Equivalent (NSE) determination in response to a 510(k) submission. In this process, a sponsor who receives an NSE determination may request FDA to make a risk-based classification of the device under section 513(a)(1) of the Act.
In 2012, section 513(f)(2) of the FD&C Act was amended by section 607 of the Food and Drug Administration Safety and Innovation Act (FDASIA), to provide a second option for De Novo classification. In this second pathway, a sponsor who determines that there is no legally marketed device upon which to base a determination of substantial equivalence may request FDA to make a risk-based classification of the device under section 513(a)(1) of the Act without first submitting a 510(k)
A Premarket approval (PMA) is the FDA process of scientific and regulatory review to evaluate the safety and effectiveness of Class III medical devices. Class III devices are those that support or sustain human life, are of substantial importance in preventing impairment of human health, or which present a potential, unreasonable risk of illness or injury. Due to the level of risk associated with Class III devices, FDA has determined that general and special controls alone are insufficient to assure the safety and effectiveness of Class III devices. Therefore, these devices require a premarket approval (PMA) application under section 515 of the FD&C Act in order to obtain marketing approval.
The applicant must receive FDA approval of its PMA application prior to marketing the device. PMA approval is based on a determination by FDA that the PMA contains sufficient valid scientific evidence to assure that the device is safe and effective for its intended use(s). 
The regulation governing premarket approval is located in Title 21 Code of Federal Regulations (CFR) Part 814, Premarket Approval of Medical Devices. A Class III device that fails to meet PMA requirements is considered to be adulterated under section 501(f) of the FD&C Act and may not be marketed.
Required Question Incomplete
Required Question Incomplete
Application Type
(eSTAR is not intended for PMAs using the Modular approach)
PMA Original 
An Original PMA is required when introducing a Class III device to the market.  A PMA is submitted according to the procedures described in section 515 of the FD&C Act and 21 CFR Part 814.
The methods of notification and FDA involvement of changes to a PMA approved medical device depend on the type of change made. A summary of the types of notification and FDA involvement is outlined below. For additional information regarding the type of PMA supplement that should be submitted, please refer to the following guidances: 
Modifications to Devices Subject to Premarket Approval (PMA) - The PMA Supplement Decision-Making Process
Real-Time Premarket Approval Application Supplements
30-Day Notices, 135-Day PMA Supplements for Manufacturing Method or Process Changes
Panel-Track Supplement
As defined by Section 737(4)(B) of the FD&C Act, a Panel-Track Supplement is “…a supplement to an approved premarket application or premarket report under section 515 [Premarket approval] that requests a significant change in design or performance of the device, or a new indication for use of the device, and for which substantial clinical data are necessary to provide a reasonable assurance of safety and effectiveness.”  
180-day Supplement 
According to section 737(4)(C) of the Act (21 U.S.C. 379i(4)(C)), "180-day Supplement" is defined as:
“a supplement to an approved premarket application or premarket report under section 515 that is not a panel-track supplement and requests a significant change in components, materials, design, specification, software, color additives, or labeling.”
Submission of a 180-day supplement is required for certain types of significant changes to the approved device that affect safety or effectiveness of the device. In general, for a change to be submitted as a 180-day supplement, the clinical data provided in support of the traditional device approval should still be applicable in supporting the approval of the modified device.
The applicant should submit a 180-day supplement for certain significant changes, including the following changes:
• the principle of operation;
• the control mechanism;
• the device design or performance;
• the labeling; and
• new testing requirements or acceptance criteria.
Real-Time Supplement
According to section 737(4)(D) of the Act, a "Real-Time supplement" is defined as:
“a supplement to an approved premarket application or premarket report under section 515 that requests a minor change to the device, such as a minor change to the design of the device, software, sterilization, or labeling, and for which the applicant has requested and the agency has granted a meeting or similar forum to jointly review and determine the status of the supplement.”
In general, a Real-Time PMA Supplement is appropriate for a minor change that can be expected within a product line, which includes changes to: 
• device design 
• software
• instructions for use, warnings, or precautions or other labeling that does not affect the indications or contraindications 
• sterilization and packaging methods
30-Day Notice and 135-Day Supplement - 21 CFR 814.39(f)
Changes in manufacturing procedures or method of manufacturing that affect safety or effectiveness require a 30-Day Notice. Where FDA finds such notice inadequate, FDA will inform the applicant that a 135-Day PMA supplement must be submitted.
Changes, which affect the safety or effectiveness of the device, that may qualify for submission as a 30-Day Notice, are: 
• changes to the manufacturing procedure; or
• changes in method of manufacture;
When these changes, however, also alter the performance or design specifications or the designated physical or chemical specifications of the finished device, a 30-Day Notice is not appropriate. In these cases, a PMA holder should submit a 180-Day PMA supplement or a real-time review PMA Supplement, as appropriate.
The applicant may distribute the device 30 days after the date on which FDA receives the notice, unless FDA finds such information in the 30-day notice is not adequate, notifies the applicant that the submission has been converted to a 135-day supplement (21 CFR 814.39(f)), and describes further information or action that is required for acceptance of the modification. For further information, please refer to the 30-Day Notices, 135-Day PMA Supplements guidance listed above.
Required Question Incomplete
Required Question Incomplete
Application Type
(Choose Abbreviated if you are submitting a Safety & Performance based submission.)
Premarket Notification 510(k) (Traditional, Abbreviated and Special)
There are three types of Premarket Notification 510(k)s that may be submitted to FDA: Traditional, Abbreviated and Special. 
A Premarket Notification 510(k) is a type of premarket submission that is intended to demonstrate that a device subject to 510(k) requirements is at least as safe and effective as a legally marketed device (21 CFR 807.92(a)(3)) using the criteria from 513(i) of the FD&C Act and 21 CFR 807.100(b). To determine if a device is substantially equivalent (SE), FDA considers intended use, design, energy used or delivered, materials, chemical composition, manufacturing process, performance, safety, effectiveness, labeling, biocompatibility, standards, and other characteristics, as applicable.
The purpose and content of a Premarket Notification (510(k)) is described in 21 CFR 807.87 and at the website entitled "How to Prepare a Traditional 510(k)".
Abbreviated 510(k)
The Abbreviated 510(k), which includes the Safety & Performance Based Pathway, relies on the use of guidance documents, special controls, and/or voluntary consensus standards. This 510(k) submission type must include the required elements identified in 21 CFR 807.87 (Information required in a premarket notification submission). Under certain conditions, the applicant may not need to submit test data in this type of 510(k).
In an Abbreviated or Safety & Performance Based Pathway 510(k) submission, applicants provide summary reports based on the use of guidance documents and/or special controls, or declarations of conformity to recognized standards, to facilitate the FDA’s review of the submission.
For more information, please see the FDA guidance documents "The Abbreviated 510(k) Program" and "Safety & Performance Based Pathway."
Special 510(k)
The Special 510(k) Program leverages design controls requirements (see the QSR  21 CFR 820 for more information) to support SE determinations through the reliance on risk analysis and verification and validation for existing devices. Special 510(k)s allow FDA and industry to rely on previous Agency review of detailed information, where appropriate, without altering any statutory or regulatory requirements related to the premarket notification process under sections 510 & 513 of the FD&C Act, and 21 CFR 807 Subpart E.
A design or labeling change to an existing device (including certain changes to the indications for use) may be appropriate for a Special 510(k) when: 
•  The proposed change is submitted by the applicant legally authorized to market the existing device;
•  Performance data are unnecessary, or if performance data are necessary, well-established methods 
    are available to evaluate the change; and
•  All performance data necessary to support SE can be reviewed in a summary or risk analysis format.
Applicants of preamendments devices may also submit Special 510(k)s. When the legally marketed (unmodified) device is a preamendments device, the applicant should clearly state that the device is a preamendments device, is legally marketed, and has not been the subject of Premarket Notification 510(k) clearance. Refer to the Preamendments Status webpage for the procedures for demonstrating preamendments status.
For more information, please see the guidance document "The Special 510(k) Program."
Third Party -  Traditional/Special/Abbreviated 510(k)s
The CDRH 510(k) Third Party Review Program provides medical device manufacturers with a voluntary alternative review process, in which accredited Third Party Review Organizations (3P510k ROs) are allowed to review certain low-to-moderate risk medical devices. The program is intended to yield more rapid 510(k) decisions and to allow FDA to focus its resources on higher risk devices, while still maintaining oversight of the review of devices eligible for third party review. Please see the guidance document 510(k) Third Party Review Program
Required Question Incomplete
Required Question Incomplete
What does this Abbreviated 510(k) rely on?
Optional Question
Optional Question
Since you indicated this is a Special 510(k), only those sections that were affected by the modifications in comparison to your predicate device need to be submitted. Ensure the sections that were affected by the modifications in comparison to your original 510(k) are checked, and uncheck those that were not affected. The Device Description section, as well as other sections not listed here, will always be present. If the changes are not appropriate for a Special 510(k), or you uncheck a section that was affected by a modification, the review time-line of your submission WILL be negatively impacted.
Please be advised that while FDA receives the eSTAR as its original form, submissions to Health Canada will be converted into the IMDRF ToC folder structure. It is therefore highly recommended to name and reference documents by their original IMDRF ToC chapter number, for example "1.01 Cover Letter". This could facilitate the application process and prevent unnecessary deficiencies. The original IMDRF ToC chapter numbers can be found in the hover text on each attachment request.
Required Question Incomplete
Required Question Incomplete
Application Purpose
Please find related Health Canada IMDRF table of contents guidance for completing this form
Draft Health Canada IMDRF table of contents for medical device applications guidance:
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-information/guidance-documents/international-medical-device-regulators-forum.html
Medical Device Application Submission related resources:
Guidance documents – Medical devices:
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-information/guidance-documents.html
Medical device application forms:
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices/application-information/forms.html
Required Question Incomplete
Required Question Incomplete
Application Sub-Type
(Modify the Original eSTAR when responding to Additional Information requests. See Help Text)
Required Question Incomplete
Required Question Incomplete
Bottom Border
Cover Letter/Letters of Reference
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Required Question Incomplete
Required Question Incomplete
Cover Letter / Letters of Reference
IMDRF TOC CH1.01, CH1.13
Required Question Incomplete
Required Question Incomplete
Attach your Cover Letter
IMDRF TOC CH1.01
 
Optional Question
Optional Question
Attach any Letters of Reference
IMDRF TOC CH1.13
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Application Forms
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Required Question Incomplete
Required Question Incomplete
Application Form
IMDRF TOC CH1.04
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Attach your Medical Device Licence Application Form
IMDRF TOC CH1.04
 
Required Question Incomplete
Required Question Incomplete
Attach your Company Enrolment XML
IMDRF TOC CH1.04
 
Required Question Incomplete
Required Question Incomplete
Attach your Dossier Enrolment XML
IMDRF TOC CH1.04
 
Required Question Incomplete
Required Question Incomplete
Attach your Application Information XML
IMDRF TOC CH1.04
 
Required Question Incomplete
Required Question Incomplete
Attach your Regulatory Trransaction XML
IMDRF TOC CH1.04
 
Applicant Information
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Required Question Incomplete
Required Question Incomplete
Applicant Information
IMDRF TOC CH1.04
Contact
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Optional Question
Optional Question
Company
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Optional Question
Optional Question
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Correspondent/Consultant Information
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Optional Question
Optional Question
Correspondent/Consultant Information
Contact
Optional Question
Optional Question
Optional Question
Optional Question
Optional Question
Optional Question
Company
Optional Question
Optional Question
Optional Question
Optional Question
Optional Question
Optional Question
Optional Question
Optional Question
Pre-Submission Correspondence and Previous Regulator Interaction
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Required Question Incomplete
Required Question Incomplete
Pre-Submission Correspondence & Previous Regulator Interaction
IMDRF TOC CH1.10
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please provide the submission number(s) of prior related submission(s) as defined above, regardless of outcome. If none, type "N/A."
Required Question Incomplete
Required Question Incomplete
Please upload copies of prior regulatory feedback (e.g., letter, meeting minutes, submission feedback) regarding this subject device. You may add multiple attachments one at a time if needed. Please specify the location in the current submission where additional information requests in prior submissions were addressed, or provide a rationale for not responding to those requests.
IMDRF TOC CH1.10
 
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please upload a copy of the NSE letter. Please also ensure that the current submission includes specific locations where any issues identified in the NSE communication are addressed.
IMDRF TOC CH1.10
 
Required Question Incomplete
Required Question Incomplete
Essential Principles
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Required Question Incomplete
Required Question Incomplete
Essential Principles (EP) of Safety and Performance Checklist
IMDRF TOC CH1.04
Required Question Incomplete
Required Question Incomplete
Attach your Essential Principles Checklist
IMDRF TOC CH2.09
 
Standards
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Optional Question
Optional Question
Standards
IMDRF TOC CH3.04
Please list the standards used in your submission (if any). If only certain sections were used, or there were deviations, cite these in an attachment. A recognition number is only applicable to certain regulators, see help text. Instead of typing in information, some regulators request standards information be attached.
List of Standards Details with Declaration of Conformity / Detailed Information
IMDRF TOC CH3.04.01
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Device Description
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Required Question Incomplete
Required Question Incomplete
Device Description
IMDRF TOC CH2.04
Devices
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Required Question Incomplete
Required Question Incomplete
Listing of Device(s)
IMDRF TOC CH1.05
Attach a list of the devices included in the submission here.
IMDRF TOC CH2.04.01
 
Provide the Product Trade Name and (optionally) Model Number/Name
General Considerations
0,0,0
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Required Question Incomplete
Required Question Incomplete
General Considerations  
Required Question Incomplete
Required Question Incomplete
Optional Question
Optional Question
Please list all the submission numbers, corresponding device description, and reason for bundling in the text area below.
Required Question Incomplete
Required Question Incomplete
General Characteristics
0,0,0
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Required Question Incomplete
Required Question Incomplete
General Device Characteristics
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
•  Please check the attributes that are applicable to your 
   device.
Please check the attributes that are applicable to your device.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
The device/system uses or is... (choose all that apply)
The device/system uses or is... (choose all that apply)
Required Question Incomplete
Required Question Incomplete
The environment of use of the device/system includes...  (choose all that apply)
The environment of use of the device/system includes... (choose all that apply)
Required Question Incomplete
Required Question Incomplete
Optional Question
Optional Question
Optional Question
Optional Question
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please include appropriate patent statement or certification and a statement that the applicant will give notice to the patent related owner and holder, as applicable.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Optional Question
Optional Question
Please check the attributes that are applicable to your device. If none apply, keep all unchecked.
Required Question Incomplete
Required Question Incomplete
Please provide your Predetermined Change Control Plan (PCCP) documentation.
IMDRF TOC CH2.04.01
Description
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Required Question Incomplete
Required Question Incomplete
Description
IMDRF TOC CH2.04.01
Required Question Incomplete
Required Question Incomplete
Please provide a Device Description Summary below, and ensure it includes an explanation of how the device functions, the scientific concepts that form the basis for the device, and the significant physical and performance characteristics of the device, such as device design, material used, and physical properties.
IMDRF TOC CH2.4.1
If you choose to use the 510(k) summary produced for you at the end of this template (in the Administrative Documentation page), you must provide this device description information in the textbox below, in accordance with 21 CFR 807.92(a)(4). The contents of the 510(k) Summary will be made publicly available on the FDA website if your device is cleared. 
 
ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE DEVICE DESCRIPTION SUMMARY TEXTBOX BELOW. CONFIDENTIAL INFORMATION CAN BE INCLUDED IN THE ATTACHMENT(S).
Required Question Incomplete
Required Question Incomplete
Please provide a description of existing alternative practices or procedures used in diagnosing, treating, preventing, curing, or mitigating the disease or condition for which the device is intended or which similarly affect the structure and function of the body. Provide a statement below if there are no known or reasonably known alternative practices or procedures.
Required Question Incomplete
Required Question Incomplete
Comprehensive Device Description and Principles of Operation Documentation. A complete device description includes the specific items listed in the help text.
IMDRF TOC CH2.04.01
 
Required Question Incomplete
Required Question Incomplete
Device Pictures, Illustrations, Schematics, and/or Diagrams. Attach a justification if the device does not have a physical form.
IMDRF TOC CH2.04.01
 
Optional Question
Optional Question
Description of Device Packaging
IMDRF TOC CH2.04.02
 
Required Question Incomplete
Required Question Incomplete
History of Development
IMDRF TOC CH2.04.03
 
Required Question Incomplete
Required Question Incomplete
Reference and Comparison to Similar and/or Previous Generations of the Device
IMDRF TOC CH2.04.04
 
Components and Accessories
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Required Question Incomplete
Required Question Incomplete
System/Kit Components and Accessories
IMDRF TOC CH2.04.01
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Under section 513(f)(6), are you requesting risk-based classification of an accessory that is not explicitly identified in a classification regulation, or has not been included in a cleared 510(k), approved PMA, or granted De Novo request?
Optional Question
Optional Question
If the device is intended to be marketed as a kit, for the purposes of this premarket notification [510(k)], please attach your signed kit certification statement and please identify all the kit components included in your kit certification. For more information, including the text of the kit certification statement, see FDA's guidances, "Kit Certifications for 510(k)s" and "Convenience Kits Interim Regulatory Guidance." If you cannot make the kit certification statement for each component of your kit, you must provide a list of these excluded components in the requested attachment below.
IMDRF TOC CH1.05
 
Required Question Incomplete
Required Question Incomplete
Please attach a list of all the system/kit components and accessories that are part of this submission. Please also include the submission number if the system/kit component or accessory received marketing authorization. For 510(k)s, only include kit components here that are not part of the kit certification statement if this certification was provided (see help text). If you only have kit components that are part of the kit certification statement, please provide an attachment here that states this. 
IMDRF TOC CH1.05
 
Required Question Incomplete
Required Question Incomplete
Please attach System/Kit Component and/or Accessory Pictures, Illustrations, Schematics, and/or Diagrams
IMDRF TOC CH2.04.01
 
Guidance Adherence
0,0,0
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Required Question Incomplete
Required Question Incomplete
Guidance and Special Controls Adherence
Required Question Incomplete
Required Question Incomplete
In the text box below, please address or provide information demonstrating compliance with any applicable special controls, requirements in a device specific classification regulation, or adherence to device specific guidance recommendations for the Device Description. For each specific special control, regulation, or guidance recommendation applicable to your device:  Please list the special control, regulation, or recommendation and cite the attachment(s) and page number(s) where it was addressed. Please use the primary product code you will provide in the Classification section below to determine whether a device specific guidance exists for your device. Type “N/A” if no device specific guidance, regulation, or special controls exist for your device type. If you type “N/A,” and special controls, a regulation, or a device specific guidance exists that requests information covered by this review section, the time-line for review of your file may be affected.
Optional Question
Optional Question
If you choose to use an alternative approach in comparison to what is stated in the applicable guidance or special controls, please provide a rationale for this alternative approach below.
Bottom Border
Indications for Use
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Top Border
Required Question Incomplete
Required Question Incomplete
Indications for Use
IMDRF TOC CH2.05.01
Optional Question
Optional Question
Optional Question
Optional Question
Please provide the device trade name(s).
Optional Question
Optional Question
Please provide your Indications for Use below.
Optional Question
Optional Question
Please select the types of uses (select one or both, as applicable).
Prescription Use (Part 21 CFR 801 Subpart D) 
Prescription Use (Part 21 C F R 8 01 Subpart D) .
Over-The-Counter Use (21 CFR 801 Subpart C) 
Over The Counter Use (21 C F R 8 01 Subpart C).
Bottom Border
Classification
0,0,0
normal
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Top Border
Required Question Incomplete
Required Question Incomplete
Classification
IMDRF TOC CH1.04
Add a primary product code and any associated product codes below. You may type in the primary product code directly (only the product code field is required) or you may filter down by choosing first a medical specialty, regulation, then product code. Please verify whether a device specific guidance or special control is available for the product code at the Product Classification website linked to below. The regulation should be consulted to determine if any special controls need to be considered (e.g. PAE and 21 CFR 890.3450). Use this website to verify information for associated product codes as well.
Select the medical specialty, your proposed classification for the subject device, a justification for why it should be so classified, and a proposed name. Note: only a single classification decision will be rendered per De Novo request; therefore, you should not request multiple classifications for multiple devices in a single De Novo request.
Optional Question
Optional Question
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Justification for Classification
Required Question Incomplete
Required Question Incomplete
Proposed Classification Name
Required Question Incomplete
Required Question Incomplete
If your subject device was not the subject of a previous 510(k) submission, please provide a classification summary with a complete description of the following:
a) The searches used to establish that no legally marketed device of the same type exists.
b) A list of the classification regulations, PMAs, HDEs, EUAs, 510(k)s, and/or product codes regarding
    devices that are potentially similar to the subject device.
c) A rationale explaining how the subject device is different from the devices covered by the classification
    regulations, PMAs, HDEs, EUAs, 510(k)s, and/or product codes identified in the list.
If your subject device was the subject of a previous 510(k) NSE decision, please provide the relevant 510(k) number, along with a summary of the search performed to confirm the device has not been classified or reclassified since the date the NSE order was issued.
Bottom Border
Market History
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Top Border
Required Question Incomplete
Required Question Incomplete
Market History
Provide a description of the market history of the of the device.
Required Question Incomplete
Required Question Incomplete
Global Market History
IMDRF TOC CH2.06.01
 
Required Question Incomplete
Required Question Incomplete
Incident Reports and Recalls
IMDRF TOC CH2.06.02
 
Required Question Incomplete
Required Question Incomplete
Sales, Incident, and Recall Rates
IMDRF TOC CH2.06.03
 
Bottom Border
Predicates and Substantial Equivalence
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Required Question Incomplete
Required Question Incomplete
Predicates and Substantial Equivalence
Required Question Incomplete
Required Question Incomplete
Predicate and Reference Devices
IMDRF TOC CH2.04.04
Predicate and Reference Devices
0,0,0
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Primary Predicate
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Predicate Device Primary Product Code
Required Question Incomplete
Required Question Incomplete
Substantial Equivalence Comparison
IMDRF TOC CH2.04.05
SE Comparison
0,0,0
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Optional Question
Optional Question
If the device has different indications for use in comparison to the predicate device(s), describe why the differences do not constitute a new intended use.  If the indications for use are the same, state this in the text box below.
 
If you choose to use the 510(k) summary produced for you at the end of this template (in the Administrative Documentation page), and the Indications are different in comparison to your predicate device(s), you must include the information from 21 CFR 807.92(a)(5) in this rationale. The contents of the 510(k) Summary will be made publicly available on the FDA website if your device is cleared.
 
ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE RATIONALE TEXTBOX BELOW.  CONFIDENTIAL INFORMATION CAN BE INCLUDED IN THE ATTACHMENT(S).
Optional Question
Optional Question
If the device has the same technological characteristics (i.e., design, material, chemical composition, principle of operation, energy source, etc.) as the predicate device(s) identified above, include a summary in the memo box below of the technological characteristics of the new device in comparison to those of the predicate device(s). Or, if the device has different technological characteristics from the predicate device(s), include a summary of how the technological characteristics of the device compare to a legally marketed device(s) identified above.
 
If you choose to use the 510(k) summary produced for you at the end of this template (in the Administrative Documentation page), you must include the information from 21 CFR 807.92(a)(6) in this rationale. The contents of the 510(k) Summary will be made publicly available on the FDA website if your device is cleared.
 
ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE DESCRIPTION TEXTBOX BELOW.  CONFIDENTIAL INFORMATION CAN BE INCLUDED IN THE ATTACHMENT(S).
Required Question Incomplete
Required Question Incomplete
Please attach your Substantial Equivalence Comparison in tabular format. Please ensure the table(s) includes a comparison of the Indications for Use as well as a comparison of the pertinent technology characteristics of your device and your predicate device(s). If your submission is intended for the safety and performance pathway, then you should satisfy the Substantial Equivalence comparison as outlined in the relevant guidance. Please open the link in the help text for more information.
IMDRF TOC CH2.04.05
 
Bottom Border
Benefits, Risks, and Mitigation Measures
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Required Question Incomplete
Required Question Incomplete
Benefits, Risks, and Mitigation Measures
Design Control Activities
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Required Question Incomplete
Required Question Incomplete
Design Control Activities
Please attach a concise summary of the design control activities. This summary should include the following: 
·  Identification of the risk analysis method(s) used to assess the impact of the change on the device and    
    the results of the analysis; 
·  Identification of the device change(s); 
·  Identification of all risks associated with each device change, including identification of risks that are 
    considered new because of the change; and 
·  Risk control measures to mitigate identified risks (e.g., labeling, verification). 
Please attach a signed statement by the manufacturer's designated individual(s) responsible for design control activities that includes: 
·  A statement that, as required by the risk analysis, all design verification and validation activities were
    performed by the designated individual(s) and the results demonstrated that the predetermined
    acceptance criteria were met; and 
·  A statement that the submitter has complied and is not currently in violation of the design control
    procedure requirements as specified in 21 CFR 820.30 and the records are available for review, upon
    request. 
For more information, please refer to the Special 510(k) Program Guidance Document.
Required Question Incomplete
Required Question Incomplete
Please attach a concise summary of the design control activities.
IMDRF TOC CH3.02
 
Required Question Incomplete
Required Question Incomplete
Please attach a signed statement that, as required by the risk analysis, all design verification and validation activities were performed by the designated individual(s) and the results demonstrated that the predetermined acceptance criteria were met.
IMDRF TOC CH3.02
 
Required Question Incomplete
Required Question Incomplete
Please attach a signed statement that the submitter has complied and is not currently in violation of the design control procedure requirements as specified in 21 CFR 820.30 and the records are available for review, upon request.
IMDRF TOC CH3.02
 
Verification and/or Validation
0,0,0
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Required Question Incomplete
Required Question Incomplete
Verification and/or Validation
Based on the risk analysis, please include an identification of the verification and/or validation activities required to comply with 21 CFR 820.30 in an attachment below. This attachment should include a summary of test methods, acceptance criteria, and results, and why each is adequate to establish SE. If unchanged from a previous premarket submission, the applicant can reference the location of protocols and acceptance criteria by providing a submission and section numbers. When the results are quantitative in nature, the submission should include basic descriptive statistics, such as the mean, standard deviation, and range of the data. Protocol deviations observed during testing should be provided and justified, if applicable. 
 
For more information regarding the content for standardized and non-standardized test methods, please refer to the Special 510(k) Program Guidance Document.
Please attach your Verification and Validation.
IMDRF TOC CH3.02
 
Risks and Mitigations Table
0,0,0
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Required Question Incomplete
Required Question Incomplete
Risks and Mitigations Table
Based on the totality of the data you provided, provide a table showing the proposed mitigation(s) for each identified risk to health. Identify the specific attachment, section and page numbers where the details for each recommended mitigation measure (e.g., specific testing required) can be found.
Please attach your completed Risk/Mitigation Table.
IMDRF TOC CH3.02
 
Special Controls
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Required Question Incomplete
Required Question Incomplete
Special Controls (Class II Only)
Please provide your proposed special controls to mitigate the risks to health associated with use of the device. This section is only required if you propose that the device should be classified in Class II. If you propose that the device be placed in class I, please type "Not Applicable" here. 
Benefit/Risk Analysis
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Required Question Incomplete
Required Question Incomplete
Benefit/Risk Analysis
Provide a discussion demonstrating that, when subject to general controls or general and special controls, the probable benefits to health from use of the device outweigh any probable injury or illness from such use.
Please attach your discussion here.
IMDRF TOC CH3.02
 
Alternative Practices and Procedures
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
Alternative Practices and Procedures
Provide a description of existing alternative practices or procedures for diagnosing, treating, preventing, curing, or mitigating the disease or condition for which the device is intended.
IMDRF TOC CH3.02
 
Bottom Border
Labeling
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Required Question Incomplete
Required Question Incomplete
Labeling
IMDRF TOC CH5
Please provide labeling information below.
General Labeling
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
General Labeling
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Packaging and Shipping
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Required Question Incomplete
Required Question Incomplete
Package Labeling
IMDRF TOC CH5.02
Required Question Incomplete
Required Question Incomplete
Please attach copies of packaging that demonstrate the labeling of any applicable packaging used in the transportation of the device. This includes, but is not limited to, the device packaging and sterile packaging.
IMDRF TOC CH5.02
 
Complementary Labeling
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Required Question Incomplete
Required Question Incomplete
Package Insert / Instructions for Use
IMDRF TOC CH5.03
Required Question Incomplete
Required Question Incomplete
Please attach copies of the User Instructions, Inserts, Directions for Use and/or Instructions for Use that are intended for use with your device. This includes instructions that may be downloaded or viewed on a website.
IMDRF TOC CH5.03
 
Other Labeling
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Optional Question
Optional Question
Other Labeling
IMDRF TOC CH5.03 - 5.10
Optional Question
Optional Question
Choose the attachment type in the dropdown for each attachment. Click the help text button to the right for an explanation of each option.
IMDRF TOC CH5.03-5.10
 
Specific Labeling
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Required Question Incomplete
Required Question Incomplete
Specific Labeling
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please provide a statement that the intended use of the modified device, as described in the labeling, has not changed as a result of the modification(s).
Guidance Adherence
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Required Question Incomplete
Required Question Incomplete
Guidance and Special Controls Adherence
Required Question Incomplete
Required Question Incomplete
In the text box below, please address or provide information demonstrating compliance with any applicable special controls, requirements in a device specific classification regulation, or adherence to device specific guidance recommendations for the Labeling. For each specific special control, regulation, or guidance recommendation applicable to your device:  Please list the special control, regulation, or recommendation and cite the attachment(s) and page number(s) where it was addressed. Please use the primary product code you provided in the Classification section above to determine whether a device specific guidance exists for your device. Type “N/A” if no device specific guidance, regulation, or special controls exist for your device type. If you type “N/A,” and special controls, a regulation, or a device specific guidance exists that requests information covered by this review section, the time-line for review of your file may be affected.
Optional Question
Optional Question
If you choose to use an alternative approach in comparison to what is stated in the applicable guidance or special controls, please provide a rationale for this alternative approach below.
Bottom Border
Reprocessing, Sterility and Shelf-Life
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Required Question Incomplete
Required Question Incomplete
Reprocessing, Sterility, and Shelf-Life
If this section is not applicable, please attach a statement explaining why.
Reprocessing
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Required Question Incomplete
Required Question Incomplete
Reprocessing
IMDRF TOC CH3.05.09.1, 3.05.09.4, 3.05.09.5
If the device is reusable, validated reprocessing instructions and reprocessing validation data for this device type must be included in the 510(k) submission (82 FR 26807). Please ensure that validated instructions and validation test reports for cleaning, sterilization, and/or high level disinfection have been provided in an attachment. Please also note that, if reprocessing validation is not adequate, this will be grounds for NSE.
For reusable, flexible endoscopes in this product code, validated reprocessing instructions and reprocessing validation data must be included in the 510(k) submission (82 FR 26807). Please ensure that validated instructions and validation test reports for cleaning, sterilization, and/or high level disinfection have been provided in an attachment. Please also note that, if reprocessing validation is not adequate, this will be grounds for NSE.
Validated reprocessing instructions and reprocessing validation data for this device type must be included in the 510(k) submission (82 FR 26807), if the device is reusable and has any of the design features listed in the help text to the right. Please ensure that validated instructions and validation test reports for cleaning, sterilization, and/or high level disinfection have been provided in an attachment. Please also note that, if reprocessing validation is not adequate, this will be grounds for NSE.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please provide a rationale for why cleaning/disinfection instructions are not included in the labeling (e.g. an in vitro diagnostic device for laboratory use, a software only device (SaMD)).
Required Question Incomplete
Required Question Incomplete
Reprocessing Instructions
Required Question Incomplete
Required Question Incomplete
Please identify the device(s), and/or accessory(ies), and/or component(s) that are covered by this set of instructions.
Required Question Incomplete
Required Question Incomplete
Cleaning Instructions
Required Question Incomplete
Required Question Incomplete
Some devices (e.g., some orthopedic implants) are provided clean and are only subjected to end-user sterilization. Is the device single-use and provided clean so that cleaning instructions are unnecessary and are not included in the labeling?
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
If lubricating agents are recommended, do the reprocessing instructions recommend the use of a class of lubricating agent (e.g., water soluble lubricants) after cleaning that is compatible with the medical device, its intended use, and with any subsequent processing steps such as sterilization.
Required Question Incomplete
Required Question Incomplete
Microbicidal Process
The questions below are intended to help you determine the appropriate reprocessing steps after cleaning, if applicable. General recommendations are described in Criterion 3 of FDA's Reprocessing Guidance, and are summarized below:
 
Devices that contact normally sterile areas of the body should be sterilized.Devices that contact mucosal membranes or non-intact skin should be (steam) sterilized, unless the device design does not permit steam sterilization (e.g., device materials cannot withstand sterilization). In that instance, devices should be high-level disinfected.◦  Optional chemical sterilization (such as ethylene oxide or hydrogen peroxide sterilization)                        instructions may also be provided for devices that are high-level disinfected.Low/intermediate-level disinfection or cleaning alone may be acceptable for devices that contact intact skin or do not directly contact the patient. 
These are general principles, and there may be exceptions.
Required Question Incomplete
Required Question Incomplete
Which types of microbicidal process instructions are present in these instructions?
Sterilization
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
High-Level Disinfection/Liquid Chemical Sterilization
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Intermediate- and Low-level disinfection
Required Question Incomplete
Required Question Incomplete
Technically Feasible, Understandable, and Comprehensive
Be sure the reprocessing instructions can be understood and reasonably implemented by the end user in the intended reprocessing location. If a device is intended to be reprocessed in the home, then reprocessing steps should include products that are available for use in the home (not sterilizers or high-level disinfectants) and are appropriate for the reprocessing procedure (e.g., baby bottle sanitizers are not recommended for reprocessing most medical devices).
 
If the device is initially supplied non-sterile to the user and specifies to sterilize the device before use, the device should be prominently labeled “Non-sterile” directly on the individual device label (e.g., as opposed to only on the shipper carton).
 
When warranted, the labeling should include special warnings or precautions about potential damage to the device from improper reprocessing procedures. These may be related to user safety or emphasize conditions that could significantly alter the safety or effectiveness of reprocessing or performance of the device. For example, some devices may have unsealed seams/crevices through which excessive liquid disinfectant could reach the interior of the device and damage it. In such cases, the labeling should caution users about this potential hazard and provide specific use instructions to prevent it, such as avoiding the application of excess liquid to the device. Not all devices may need this type of warning in the labeling. If you are unsure, check if similar devices have labeling with this type of warning.
 
Sterility
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Required Question Incomplete
Required Question Incomplete
Sterility
IMDRF TOC CH3.05.09.02
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
To complete the Sterility section, please identify:
a. The device or specific components that are intended to be provided sterile.
b. The method(s) by which the device/components are intended to be sterilized.
c. Verification/Validation of the sterilization method.
Further sterilization details are listed in the help dialog box ("?" button).
NOTE: If Sterility is not applicable to your device, please attach a rationale with your explanation.  
IMDRF TOC CH3.05.09
 
Required Question Incomplete
Required Question Incomplete
Sterilization Method
Required Question Incomplete
Required Question Incomplete
Identify the device(s) / accessory(ies) / component(s) that is sterilized.
Required Question Incomplete
Required Question Incomplete
For 510(k) submissions in which the device is subjected to an Established Category A sterilization method (i.e. moist heat, ethylene oxide [EO] in a fixed rigid chamber, dry heat, vaporized hydrogen peroxide, or radiation) and the sterilization cycle is validated in accordance with FDA-recognized standards, the information requested in the sterility section of eSTAR is sufficient to address the recommendations of the Sterility guidance document.
For Established Category B sterilization methods, be sure to provide the documentation described in the Sterility Guidance document in Part V(A)(1)(c). For Novel sterilization methods, be sure to provide the documentation described in Part V(A) and (V)(B) of the guidance. This documentation can be attached in the "Reprocessing, Sterilization and Shelf-Life Documentation" section below.
Required Question Incomplete
Required Question Incomplete
What are the maximum levels of sterilant residuals that remain on the device, and what is your explanation for why those levels are acceptable for the device type and the expected duration of patient contact?
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please provide a description of the sterilization chamber.
Required Question Incomplete
Required Question Incomplete
What standard(s) were used for validation?
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please provide a scientific rationale for using an SAL that is not 10^-6 or 10^-3.
Required Question Incomplete
Required Question Incomplete
If a device within the submission should be "Non-Pyrogenic," or if you are asserting a device is "Non-Pyrogenic," what is the pyrogenicity test method? If you previously conducted the Rabbit Test on these materials, please see the help text.
For devices labeled "Non-Pyrogenic", be sure to provide the documentation described in the Sterilization Guidance document in Part V(A)(4).  This documentation can be attached in the "Reprocessing, Sterilization and Shelf-Life Documentation" section.
Required Question Incomplete
Required Question Incomplete
Please provide a description of the packaging, the materials used, and a description of the package test methods.
Guidance Adherence
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Required Question Incomplete
Required Question Incomplete
Guidance and Special Controls Adherence
Required Question Incomplete
Required Question Incomplete
In the text box below, please address or provide information demonstrating compliance with any applicable special controls, requirements in a device specific classification regulation, or adherence to device specific guidance recommendations for the Reprocessing or Sterility. For each specific special control, regulation, or guidance recommendation applicable to your device:  Please list the special control, regulation, or recommendation and cite the attachment(s) and page number(s) where it was addressed. Please use the primary product code you provided in the Classification section above to determine whether a device specific guidance exists for your device. Type “N/A” if no device specific guidance, regulation, or special controls exist for your device type. If you type “N/A,” and special controls, a regulation, or a device specific guidance exists that requests information covered by this review section, the time-line for review of your file may be affected.
Optional Question
Optional Question
If you choose to use an alternative approach in comparison to what is stated in the applicable guidance or special controls regarding reprocessing or sterility, provide a rationale for this alternative approach below.
Shelf-Life
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Required Question Incomplete
Required Question Incomplete
Shelf-Life
IMDRF TOC CH3.07
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please summarize the methods used to support that the sterility and performance of the device is not adversely affected by aging. Alternatively, include a rationale for why the storage conditions are not expected to affect device safety or effectiveness.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Provide a summary of the methods used to support the sterility and performance of the device over its proposed shelf-life. Alternatively, provide a rationale for why testing to establish shelf-life is not applicable.
Reprocessing/Sterility Documents
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Optional Question
Optional Question
Reprocessing, Sterility, and Shelf-Life Documents
Please attach any Sterility, Cleaning, Shelf-Life and Reuse documentation that you believe is pertinent to the review of your device. Choose the attachment type in the dropdown for each attachment.
IMDRF TOC CH3.05.09, 3.08
 
Bottom Border
Biocompatibility
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Required Question Incomplete
Required Question Incomplete
Biocompatibility
IMDRF TOC CH3.05.06
If this section is not applicable, please attach a statement explaining why.
Tissue Contacting Materials
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Required Question Incomplete
Required Question Incomplete
Tissue Contacting Products/Components/Materials
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Patient Contacting Material
Required Question Incomplete
Required Question Incomplete
Identify the device(s) / accessory(ies) / component(s) that directly or indirectly contacts the tissue.
Required Question Incomplete
Required Question Incomplete
Please state the exact name and any identifiable information for the particular material used.
Optional Question
Optional Question
If color additives are included, please identify them here. If no color additives are included, state "N/A."
Required Question Incomplete
Required Question Incomplete
Optional Question
Optional Question
Optional Question
Optional Question
If you are aware of a previously submitted device using the same material with similar nature of contact, please provide any pertinent information to compare your device to the device/test article in the previously submitted biocompatibility assessment. Any changes in formulation, processing, sterilization, geometry (including surface characteristics) and the addition of other chemicals (e.g., plasticizers, fillers, color additives, cleaning agents, mold release agents) should be addressed to support use of the previous biocompatibility assessment (e.g., no additional biocompatibility testing is necessary).
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
If there is potential for repeat exposure, please describe the circumstances here.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
The type of tissue contact and duration of contact will determine the types of Biocompatibility endpoints that we recommend be assessed, based on the Biocompatibility Guidance Document. These endpoints will display as tabs below, and FDA recommends that complete test reports be provided for biocompatibility tests performed for these endpoints. If you used an alternative test method than the options provided, or you did not conduct the test, please provide an explanation or justification (e.g., the device component is identical in materials/formulation and processing to a legally marketed device) in the Comments section for each test method. If you select an item that includes a star (*) in any of the drop down menus below, provide supporting evidence or justification for the selection in the comments box at the bottom of each test. If tests are conducted under the Accreditation Scheme for Conformity Assessment (ASCA), select the ASCA option and attach ASCA summary test reports. For instances where the complete test report should be provided in addition to the ASCA Summary Test Report, please refer to the ASCA Guidance for more information.
Please see the help text above for the question regarding Attachment G, Section B of the FDA Biocompatibility Guidance document to which you indicated "Yes." Please provide all the recommended documentation and statements in the attachment question below.
If a precautionary statement was needed in the labeling, please specifically cite the attachment and page number where this statement was included in your labeling. If a precautionary statement was not needed, please state this in your attached documentation below.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Cytotoxicity Testing
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Sample Preparation
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Extraction Conditions
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Methods
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Was the following scale used for test extract, reagent control, negative control and positive control?   0: discrete intracytoplasmic granules & no lysis 1: occasional lysed cells (0-20% cells rounded, loose) 2: no extensive cell lysis (20-50% cells rounded) 3: 50-70% lysis (50-70% cells rounded) 4: nearly complete destruction of cell layer (>70% lysis)
Required Question Incomplete
Required Question Incomplete
Was the following scale used for test sample, negative control and positive control, with a Qualitative Score of ≤ 2 being Noncytotoxic? 
 
0: No detectable effect around or under the specimen
1: Some malformed and degenerated cells under the specimen
2: Zone limited to the area under the specimen
3: Zone extending up to 10 mm beyond the specimen
4: Zone extending greater than 10 mm beyond the specimen
Required Question Incomplete
Required Question Incomplete
Results
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Conclusion
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Comments
Optional Question
Optional Question
Please summarize justifications, non-traditional test methods, deviations, cell abnormalities, etc, below.
Required Question Incomplete
Required Question Incomplete
Sensitization Testing
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Extraction Conditions
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Methods
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Were three pairs of intradermal injections given on the backs of the animals:   Test animals 1.  Two 0.1 ml of a 1:1 FCA/vehicle mixture 2.  Two 0.1 ml of test extract 3.  Two 0.1 ml of a 1:1 mixture of the 1:1 FCA and test extract Control animals 1.  Two 0.1 ml of a 1:1 FCA/vehicle mixture 2.  Two 0.1 ml of vehicle 3.  Two 0.1 ml of a 1:1 mixture of the 1:1 FCA and control
Required Question Incomplete
Required Question Incomplete
On Day 6 after injection: Approximately 24h before Induction II, were injection sites clipped and treated with a 10% sodium lauryl sulfate (SLS) in petroleum jelly (any remaining SLS should be removed prior to Induction II treatment)?
Required Question Incomplete
Required Question Incomplete
On Day 7 after injection: Were 2x4 cm filter paper patches saturated (~0.3 ml) with test extract or control vehicle applied to injection area for 48 hours? In addition, were the patches removed after 48 hours?   
Required Question Incomplete
Required Question Incomplete
14 Days after removal of Induction patches: Were the right and left flank areas of each guinea pig clipped and 2x2 cm patches/hilltop chambers saturated (~0.3 ml) with test extract or control vehicle applied?  (One flank should be treated with patch/chamber containing the test extract, while the other flank should be treated with the control vehicle. Patches/chambers should be left in place for 24 hours before removal)
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Results
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Conclusion
Required Question Incomplete
Required Question Incomplete
Comments
Optional Question
Optional Question
Please summarize justifications, non-traditional test methods, deviations, animal deaths, etc, below.
Required Question Incomplete
Required Question Incomplete
Irritation Testing
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Sample Preparation
Required Question Incomplete
Required Question Incomplete
Extraction Conditions
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Methods
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Were intracutaneous injections given along both sides of the spine on the back: Five 0.2 ml doses of polar and five 0.2 ml doses of non-polar test extracts on one side and five 0.2 ml doses of polar and five 0.2 ml doses of non-polar control vehicles on the other side.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Was the following then done:  All erythema and edema grades were totaled separately for each test article and vehicle control, and the total was divided by 15 (3 scoring periods x 5 injection sites) in each animal. To determine the overall score for each test article and each corresponding vehicle control, the scores of each animal were added, and divided by the total number of animals. The final test sample score is obtained by subtracting the score of the corresponding vehicle control from the test article score.
Required Question Incomplete
Required Question Incomplete
Methods
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
SOLID PIECE:  Were two 2.5 x 2.5 cm samples of the test article and two 2.5 x 2.5 cm samples of control article placed along each side of the spine (4 samples total), and covered with gauze patches for at least 4 hrs?
POWDER:  Were two 0.5g samples of the test article and two 0.5g samples of control article placed along each side of the spine (4 samples total), and covered with 2.5 x 2.5 cm gauze patches for at least 4 hrs?
LIQUID: Were two 0.5ml samples of the test article and two 0.5ml samples of control article placed along each side of the spine (4 samples total), and covered with 2.5 x 2.5 cm gauze patches for at least 4 hrs? 
Required Question Incomplete
Required Question Incomplete
Methods
Required Question Incomplete
Required Question Incomplete
Were both a 0.5mL sample of the test article extract and a 0.5mL sample of control article extract placed along each side of the spine (4 samples total) using 2.5 x 2.5 cm gauze patches for at least 4 hrs?
Required Question Incomplete
Required Question Incomplete
Results
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Results
Required Question Incomplete
Required Question Incomplete
Was the following done: Only 24h, 48h, and 72h observations were used for calculations of the primary irritation index (PII). All erythema and edema grades were totaled separately for each test article and control, and each total was divided by 6 (3 scoring periods x 2 observation sites) for each animal. The control score was subtracted from the test article score to obtain the primary irritation score for each animal. To determine the PII, the primary irritation scores for each animal were added, and divided by the total number of animals.   
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Conclusion
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Comments
Optional Question
Optional Question
Please summarize justifications, non-traditional test methods, deviations, animal deaths, etc, below.
Required Question Incomplete
Required Question Incomplete
Acute Systemic Toxicity Testing & Material Mediated Pyrogenicity Testing
Acute Systemic Toxicity Testing
Required Question Incomplete
Required Question Incomplete
Material Mediated Pyrogenicity Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for these tests do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Acute Systemic Toxicity and and Material Mediated Pyrogenicity be assessed. If testing is performed, we recommend it be conducted per ISO 10993-11 for Acute Systemic Toxicity and per ISO 10993-11 and USP <151> for Material Mediated Pyrogenicity. You may also like to consult the FDA supplemental information sheet for this testing. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below.
If your medical device/system includes a breathing gas pathway, please note, use of voluntary standards such as ISO 18562 (series) and ISO 10993 (series) may be useful to address these endpoints.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Subacute/Subchronic Toxicity Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for this test do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Subacute/Subchronic Toxicity be assessed. If testing is performed, we recommend it be conducted per ISO 10993-11. You may also like to consult the FDA supplemental information sheet for this testing. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below.
If your medical device/system includes a breathing gas pathway, please note, use of voluntary standards ISO 18562 (series) may be useful to address this endpoint.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Genotoxicity Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for this test do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Genotoxicity be assessed. If testing is performed, we recommend it be conducted per ISO 10993-3 and ISO/TR 10993-33. You may also like to consult the FDA supplemental information sheet for this testing. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below.
If your medical device/system includes a breathing gas pathway, please note, use of voluntary standards ISO 18562 (series) may be useful to address this endpoint.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Implantation Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for this test do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Implantation Toxicity be assessed. If testing is performed, we recommend it be conducted per ISO 10993-6. You may also like to consult ASTM F981-04, F1408-97, F1983-99, and F763-05 for more information, as well as the FDA supplemental information sheet for this testing. 
If your medical device/system includes a breathing gas pathway, please note, use of voluntary standards ISO 18562 (series) may be useful to justify omission of implantation testing.
Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Hemocompatibility Testing
Hemolysis Testing
Required Question Incomplete
Required Question Incomplete
Complement Activation Testing
Required Question Incomplete
Required Question Incomplete
Thrombogenicity Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for this endpoint do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Hemocompatibility be assessed to include evaluation of hemolysis, complement activation and thrombogenicity. If testing is conducted to address these endpoints, we recommend the following be considered.  
HEMOLYSIS:  For hemolysis testing of devices having direct contact with circulating blood, we recommend that both direct and indirect (extract) hemolysis testing be conducted. For hemolysis testing of devices having indirect contact with circulating blood, we recommend that only an indirect (extract) method be conducted. Please also see the Biocompatibility Guidance and ASTM F756, and ISO 10993-4.
COMPLEMENT ACTIVATION:  For complement testing of devices having direct contact with circulating blood, we recommend that SC5b-9 testing be conducted. We recommended that you include the predicate as an additional control in the SC5b-9 complement activation testing, if the predicate device 510k application investigated only C3a complement activation testing, or if there is a statistically significant difference between your device and the negative control. Please also see the Biocompatibility Guidance and ASTM F1984, ISO 10993-4, and ISO 10993-20. 
THROMBOGENICITY:  For devices having direct contact with circulating blood, we recommend that thrombogenicity be evaluated. If anticoagulated in vivo models or in vitro models are used, please contact FDA to discuss your proposed methods prior to initiation of the studies to ensure that the studies will be adequately designed to address FDA's concerns. Use of the Q-submission process may be helpful. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below. Please also see the Biocompatibility Guidance and ISO 10993-4. 
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Chronic Toxicity Testing
Required Question Incomplete
Required Question Incomplete
Specific questions for this test do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Chronic Toxicity be assessed.  If testing is performed, we recommend it be conducted per ISO 10993-11. You may also like to consult the FDA supplemental information sheet for this testing. Please provide a test report in an attachment in the Biocompatibility Reports and Documentation section below, or provide a justification for why testing was not conducted in the Comments below.
If your medical device/system includes a breathing gas pathway, please note, use of voluntary standards ISO 18562 (series) may be useful to address this endpoint.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Required Question Incomplete
Required Question Incomplete
Carcinogenicity Assessment
Required Question Incomplete
Required Question Incomplete
Specific questions for this endpoint do not exist yet in this template or the FDA reviewer's Smart Templates. We recommend Carcinogenicity be assessed. If in rare cases testing is needed, please contact FDA to discuss your proposed methods prior to initiation of the studies to ensure that the studies will be adequately designed to address FDA's concerns. Use of the Q-submission process may be helpful. Please provide the carcinogenicity assessment, or if applicable, the carcinogenicity test report in an attachment in the Biocompatibility Reports and Documentation section below. Please also see the Biocompatibility Guidance.
If your medical device/system includes a breathing gas pathway, please note, use of voluntary standards ISO 18562 (series) may be useful to address this endpoint.
Comments
Optional Question
Optional Question
Please summarize justifications, why testing was not conducted, etc, below.
Biocompatibility Documents
0,0,0
normal
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Required Question Incomplete
Required Question Incomplete
Biocompatibility Reports and Documentation
Please attach any documentation (e.g., test reports) pertaining to the biocompatibility of your device. If no test reports were attached, please attach a rationale explaining why testing is not necessary.
IMDRF TOC CH3.05.06
 
Bottom Border
Software/Firmware, Cybersecurity, and Interoperability
0,0,0
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Top Border
Required Question Incomplete
Required Question Incomplete
Software/Firmware, Cybersecurity, and Interoperability
IMDRF TOC CH3.05.05
If this section is not applicable, please attach a statement explaining why.
Software
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
Software / Firmware / Programmed or Programmable Medical Device
Software Documentation Level
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
Software Documentation Level
IMDRF TOC CH3.05.05.01
Required Question Incomplete
Required Question Incomplete
Please select the Documentation Level based on the device's intended use, the design of the device, and the risks of the device software function(s) in the context of the device's intended use.
Enhanced Documentation:  This should be chosen for any premarket submission that includes device software function(s), where a failure or flaw of any device software function(s) could present a hazardous situation with a probable risk of death or serious injury, either to a patient, user of the device, or others in the environment of use. These risks should be assessed prior to implementation of risk control measures. Sponsors should consider the risks in the context of the device's intended use (e.g., impacts to safety, treatment, and/or diagnosis), and other relevant considerations.
Basic Documentation:  This should be chosen for any premarket submission that includes device software function(s) where Enhanced Documentation does not apply. 
Required Question Incomplete
Required Question Incomplete
Documentation Level Evaluation
IMDRF TOC CH3.05.05.01
 
The software documentation below is recommended for the documentation level specified. Click on the blue help text buttons for details about what is recommended in the documentation for each.
Software Documentation
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
Software Documentation
3.05.05.02 - 3.05.05.10
Required Question Incomplete
Required Question Incomplete
Software / Firmware Description
IMDRF TOC CH3.05.05.01
 
Required Question Incomplete
Required Question Incomplete
Risk Management File (including Hazard Analysis)
IMDRF TOC CH3.05.05.02
 
Required Question Incomplete
Required Question Incomplete
Software Requirements Specifications (SRS)
IMDRF TOC CH3.05.05.03
 
Required Question Incomplete
Required Question Incomplete
System and Software Architecture Design (SAD) Chart
IMDRF TOC CH3.05.05.04
 
Required Question Incomplete
Required Question Incomplete
Software Design Specifications (SDS)
IMDRF TOC CH3.05.05.05
 
Required Question Incomplete
Required Question Incomplete
Traceability Analysis
IMDRF TOC CH3.05.05.06
 
Required Question Incomplete
Required Question Incomplete
Software Life Cycle Process Description / Software Development, Configuration Management, and Maintenance Practices
IMDRF TOC CH3.05.05.07
 
Required Question Incomplete
Required Question Incomplete
Software Testing as Part of Verification & Validation
IMDRF TOC CH3.05.05.08
 
Required Question Incomplete
Required Question Incomplete
Software Version / Revision Level History
IMDRF TOC CH3.05.05.09
 
Required Question Incomplete
Required Question Incomplete
Unresolved Software Anomalies
IMDRF TOC CH3.05.05.10
 
Cybersecurity
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
    Cybersecurity
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Is the premarket submission for a device modification(s) to an existing FDA authorized device, and is the cybersecurity of the device unaffected by the modification(s)?
Required Question Incomplete
Required Question Incomplete
General Information
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Risk Management
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Cybersecurity Management Plan / Plan for Continuing Support
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Risk Management - Report
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach your security risk management report detailing a separate, parallel, and interconnected security risk management process. This is different from your safety risk management process.
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Risk Management - Threat Model
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach your threat model addressing all the end-to-end elements of the system.
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
List the Threat Methodology (e.g. STRIDE, Attack Trees, Kill Chain, DREAD) that you used.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Risk Management - Cybersecurity Risk Assessment
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach your Cybersecurity Risk Assessment
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Risk Management - Software Bill of Materials (SBOM) and Related Information
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach your Software Bill of Materials (SBOM). 
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Please attach a document to provide the software level of support and end-of-support date for each software component (e.g. OTS software) identified in the SBOM. For any component where this information was not available, provide a justification.
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
List the supported operating system(s) and associated version(s) your device(s)/system uses. Be aware that if you list any operating systems that are no longer supported (e.g. Windows 7, Mac OS 9) or nearing end of support, this will generally be considered an inaccurate response. Type "N/A" if your device(s) does not use an operating system.
Required Question Incomplete
Required Question Incomplete
Please attach a safety and security assessment of cybersecurity vulnerabilities in the component software used by the device for all software components in the SBOM and a description of any controls that address the vulnerability.
IMDRF TOC CH3.05.05.11
 
Architecture Views and Testing
0,0,0
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Required Question Incomplete
Required Question Incomplete
Vulnerabilities with Uncontrolled Risk
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach a document(s) with a description of whether there are currently any critical vulnerabilities that could cause uncontrolled risks.
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Please attach a document(s) with a description of whether any vulnerabilities with uncontrolled risk were remediated in the device since the last authorization. If so, describe how the remediation was performed following the recommendations in FDA guidance "Postmarket Management of Cybersecurity in Medical Devices." 
IMDRF TOC CH3.05.05.11
 
Unresolved Anomalies, Metrics, and Controls
0,0,0
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Required Question Incomplete
Required Question Incomplete
Assessment of Unresolved Anomalies
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach an assessment of any unresolved anomalies for cybersecurity impact. If none exist, attach a document stating that no unresolved anomalies exist.
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Cybersecurity Metrics
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach data from monitoring cybersecurity metrics. If metric data are unavailable, please attach a justification.
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Cybersecurity Controls
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach information on the security controls categories included in the device.
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Please cite the page number(s) of the attachment directly above where you addressed the following controls listed in the textbox below (e.g. "A) Authentication Controls: Page 2").
Architecture Views and Testing
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
Architecture Views
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach a document(s) that contains a Global System View, Multi-Patient Harm View, Updatability/Patchability View, and Security Use Case Views. If these Architecture Views are provided in the Threat Modeling documentation provided above, please cite where each of the Architecture Views is provided. 
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Cybersecurity Testing
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach a document(s) that describes the cybersecurity testing performed and the associated test reports. Cybersecurity testing includes but may not be limited to security requirement testing, threat mitigation testing, vulnerability testing, and penetration testing. If security testing was performed by a third party, please provided the original third party test report and your assessment of any findings. Alternatively, provide a justification for why particular testing was not performed.
IMDRF TOC CH3.05.05.11
 
Labeling and Management Plan
0,0,0
normal
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Required Question Incomplete
Required Question Incomplete
Cybersecurity Labeling
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please specifically cite the attachment(s) and page number(s) where cybersecurity information is documented in the labeling, as specified in the help text to the right for all the recommended elements. If there is separate cybersecurity labeling, attach this in the labeling section above.
Required Question Incomplete
Required Question Incomplete
Cybersecurity Management Plan
IMDRF TOC CH3.05.05.11
Required Question Incomplete
Required Question Incomplete
Please attach a Cybersecurity Management Plan.
IMDRF TOC CH3.05.05.11
 
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Interoperability
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
Interoperability
IMDRF TOC 3.05.05.12
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Electronic Interface
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Is the data flow only meant for transferring, storing, converting formats, or displaying clinical laboratory test and not intended to interpret or analyze clinical laboratory test or other device data, results, and findings?
Required Question Incomplete
Required Question Incomplete
Describe the Electronic Interface
Required Question Incomplete
Required Question Incomplete
Interoperability Risk Assessment / Verification and Validation
IMDRF TOC CH3.05.05.12
 
Required Question Incomplete
Required Question Incomplete
Bottom Border
EMC, Wireless, Electrical, Mechanical and Thermal Safety
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Required Question Incomplete
Required Question Incomplete
EMC, Wireless, Electrical, Mechanical, and Thermal Safety
IMDRF TOC CH3.05.03
If this section is not applicable, please attach a statement explaining why.
Electromagnetic Compatibility
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
Electromagnetic Compatibility (EMC)
Required Question Incomplete
Required Question Incomplete
EMC Test
Device Specific EMC Considerations
Required Question Incomplete
Required Question Incomplete
Please select the most severe harm that could be caused to the patient, user, or operator as a result of potential malfunction, disruption, or degradation due to electromagnetic interference (EMI).
Deaths or Serious Injuries:  Medical device-related deaths or serious injuries include events (including procedure-related complications) in the use of the medical device that have caused or could cause or contribute to a death or injury or illness that is life-threatening, results in permanent impairment or damage to the body, or requires medical or surgical intervention to prevent permanent harm to the body.
Non-Serious Adverse Events:  Medical device-related non-serious adverse events include events (including procedure-related complications) in the use of the medical device that have caused or could cause or contribute to minor, temporary or medically reversible injuries that do not meet the criteria for classification as a medical device-related serious injury.
No Reported Or Potential Harm:  Medical device-related events without reported or potential harm include medical device nonconformities that have no related harm, medical device malfunctions that have no related harm, and procedure-related complications with no related harm. 
Required Question Incomplete
Required Question Incomplete
Was testing performed according to a recognized edition of IEC 60601-1-2 or (for IVDs only) IEC 61326-2-6 and, if so, was an ASCA test summary report provided? Please attach any summaries/reports in the "EMC, Wireless & EMT Documentation" section below.
Required Question Incomplete
Required Question Incomplete
Please list the Essential Performance characteristics that are specific to the device, or provide a rationale why the device has no Essential Performance, in the space below.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
If the device under test is not the final finished version, please provide a justification for why the differences don't affect EMC. If the device under test is the final finished version, please state this.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
If the wireless technology is used in the medical device to achieve its intended use, was it "On" and communicating with other medical device subsystems or ancillary equipment during EMC testing?
EMC Emissions and Immunity Test Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
If the device includes any smart batteries that can be removed from the device for recharging, were the batteries tested as a standalone component during ESD testing?
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Optional Question
Optional Question
If there were any degradations or observations noted during the testing, describe how the device(s) continued to meet the essential performance during these degradations or observations.
Required Question Incomplete
Required Question Incomplete
Please add an attachment (e.g., Summary Report) that demonstrates that the device passed testing according to IEC 60601-4-2. If a Declaration of Conformity was used, choose IEC TS 60601-4-2 in the Standards section above, and indicate you are declaring conformity to it (i.e., it is not for general use). Then attach a statement here indicating this standard is included in the eSTAR generated Declaration of Conformity in the Administrative Documentation section below.
IMDRF TOC CH3.05.03
Emitters, Allowances, Deviations & Modifications
Optional Question
Optional Question
If any of the referenced standard's allowances were used during the testing (e.g., lowered ESD immunity), please provide these below.
Optional Question
Optional Question
If there were any deviations from the referenced standard, please describe these below.
Optional Question
Optional Question
Please add an attachment that includes descriptions of all modifications, as well as a statement indicating that all changes or modifications will be incorporated in the device intended for marketing. Not providing an attachment indicates no modifications were made in order to pass any of the EMC tests. In addition, be sure you include an adequate assessment of whether these modifications might impact other aspects of the device (e.g., performance, biocompatibility). It is recommended that the attachment contain information to demonstrate that the modifications would have no impact on the other aspects or that the modified device was used for the other performance tests.
IMDRF TOC CH3.05.03
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please add an attachment that addresses the risks associated with exposure to specific EM emitters that are not adequately addressed by IEC 60601-1-2 (risk analysis with appropriate mitigation that might include testing or labeling) foreseeable in the intended use vicinity (e.g., RFID, security systems such as metal detectors and EAS, diathermy, electrocautery, MRI, electrosurgical units).
IMDRF TOC CH3.05.03
Device Labeling
Required Question Incomplete
Required Question Incomplete
Please specifically cite the attachment(s) and page number(s) where EMC-related information is documented in the labeling, as specified in the help text to the right for all the recommended elements.
Wireless Technology
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Required Question Incomplete
Required Question Incomplete
Wireless Technology
Required Question Incomplete
Required Question Incomplete
Wireless Function
Wireless Link
Required Question Incomplete
Required Question Incomplete
Specify the device function to be implemented wirelessly and risks associated with failure, disruption, or delay of communication. Please consider inherent risks due to complete wireless communication loss as well as risks identified by the sponsor during their risk analysis process. Additionally, please consider the safeguards and redundancies that might be built into the wireless function when considering the risk.  (If more than one function is specified, please use the dropdown directly above to indicate the number of functions, and address each separately)
Required Question Incomplete
Required Question Incomplete
Please choose the most appropriate choice for the risk of the wireless function (which may not be the same as the risk of the device). The risks of the wireless function are defined in AAMI TIR69.
Negligible: failure of the wireless function could result, as a maximum, in inconvenience or temporary discomfort. Commonly, this category of function is related to no foreseeable hazards to patients or users. This includes data that, if delayed, disrupted, or lost, will result at most as an inconvenience but with no risk to patient safety.
Minor (Tier 3): failure of the wireless function could result in temporary injury or impairment not requiring professional medical intervention. This includes data that, if delayed, disrupted, or lost, does not significantly impact the patient’s health or medical device’s intended use. These can include hazards associated with minor harms or contributing factors in decision-making.
Moderate (Tier 2): failure of the wireless function could result in injury or impairment requiring professional medical intervention. This includes data that, if delayed, disrupted, or lost, could result in a delay of therapy.
Major (Tier 1): failure of the wireless function could result in death or serious injury. This includes critical data for patient health, critical therapy, high priority alarms, remote programming, and other information and signals necessary for life-sustaining or life-supporting activities.
Required Question Incomplete
Required Question Incomplete
What is the Quality of Service (QoS) of the device?
Required Question Incomplete
Required Question Incomplete
Please select all the technologies that apply to this wireless function:
IMDRF TOC CH3.5.05.10
RFID
Required Question Incomplete
Required Question Incomplete
Cellular
Required Question Incomplete
Required Question Incomplete
Wireless Coexistence Testing
Required Question Incomplete
Required Question Incomplete
Coexistence Testing
IMDRF TOC CH3.05.04
 
Required Question Incomplete
Required Question Incomplete
Please describe the Functional Wireless Performance (FWP).
Please describe the Functional Wireless Performance (FWP).
Required Question Incomplete
Required Question Incomplete
Please describe the pass/fail criteria for the FWP and be sure to clarify how each criterion was quantified and measured.
Please describe the pass/fail criteria for the wireless coexistence testing and be sure to clarify how each criterion was quantified and measured.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
RF Wireless Labeling
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
EMT Summary
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gotoPage
Required Question Incomplete
Required Question Incomplete
Electrical, Mechanical, and Thermal (EMT) Safety Summary
Required Question Incomplete
Required Question Incomplete
Please summarize the Electrical, Mechanical and Thermal Safety Testing of your device, or summarize why testing was not needed. Please ensure any standards used here are also cited in the Standards subsection within the first part of this template (located after Applicant, Correspondent, and Pre-Submission Correspondence). Attach any supporting documentation for each standard used in your testing to the EMC, Wireless, & EMT Documentation section below.
EMC and EMT Documentation
0,0,0
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Optional Question
Optional Question
EMC, Wireless, & EMT Documentation
Please attach the documentation pertaining to the Electromagnetic Compatibility Testing (e.g., EMC test reports/summaries), Safeguards, Wireless Testing, and Electrical, Mechanical and Thermal Testing of your device.
IMDRF TOC CH3.05.03
 
Bottom Border
Performance Testing
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Top Border
Required Question Incomplete
Required Question Incomplete
Performance Testing
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Since you indicated that this is an Abbreviated 510(k) that relies on a Guidance Document or Special Controls,  please attach a summary report below that describes how the guidance and/or special control(s) were used to address the risks associated with the particular device type. (If an applicant elects to use an alternative approach to address a particular risk, sufficient detail should be provided to justify that approach.)
IMDRF TOC CH3.02
 
Required Question Incomplete
Required Question Incomplete
Please attach a Summary of Studies that includes the following information:
A summary of the results of the technical data contained within the submission.A description of the objective of the study, a description of the experimental design of the study, a brief description of how the data were collected and analyzed, and a brief description of the results, whether positive, negative, or inconclusive.A summary of each nonclinical study submitted in the submission.A summary of each clinical investigation submitted in the submission and identify any clinical investigations conducted under an IDE.
Note: If no studies were conducted, please attach a statement stating no studies were conducted and that the Summary of Studies is not applicable.
IMDRF TOC CH3.08
 
If the determination of substantial equivalence is also based on an assessment of performance data, we recommend you fill out the text boxes below. If no testing was necessary, state this in the respective field below. If you choose to use the 510(k) summary produced for you at the end of this template (in the Administrative Documentation page), you must include this information, in accordance with 21 CFR 807.92(b). The contents of the 510(k) Summary will be made publicly available on the FDA website if your device is cleared.
 
THEREFORE, ONLY ENTER NONCONFIDENTIAL INFORMATION IN THE SUMMARY TEXTBOXES BELOW. 
Optional Question
Optional Question
Provide a brief discussion of the nonclinical tests submitted, referenced, or relied on in the 510(k) for a determination of substantial equivalence. If any guidance documents or FDA recognized consensus standards were used/referenced for testing, cite these here.
Optional Question
Optional Question
Provide a summary discussion of the clinical tests submitted, referenced, or relied on in the 510(k) for a determination of substantial equivalence. This discussion shall include, where applicable, a description of the subjects upon whom the device was tested, a discussion of the safety or effectiveness data obtained from the testing, with specific reference to adverse effects and complications, and any other information from the clinical testing relevant to a determination of substantial equivalence. Refer to the help text for a list of the details we recommend be included regarding the subjects and clinical evidence. If no clinical data were necessary, please type "Not Applicable." (There should not be any patient identifier information in the summary.)
Optional Question
Optional Question
State the conclusions drawn from the nonclinical and clinical tests that demonstrate that the device is as safe, as effective, and performs as well as or better than the legally marketed device identified above.
Bench Testing
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Required Question Incomplete
Required Question Incomplete
Bench Testing
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please attach documentation that includes details of the bench testing performed with your device (test report, characterization, etc). A full test report includes: objective of the test, description of the test methods and procedures, study endpoint(s), pre- defined pass/fail criteria, results summary, conclusions, and an explanation of how the data generated from the test support this submission.
IMDRF TOC CH3.08
 
Animal Testing
0,0,0
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Required Question Incomplete
Required Question Incomplete
Animal Testing
IMDRF TOC CH3.5.10
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please attach documentation that includes details of the animal testing performed with your device.  A full test report includes: objective of the test, description of the test methods and procedures, study endpoint(s), pre- defined pass/fail criteria, results summary, conclusions, and an explanation of how the data generated from the test support this submission.
IMDRF TOC CH3.05.10
 
Required Question Incomplete
Required Question Incomplete
Please include a study protocol which includes all elements as outlined in 21 CFR 58.120.
IMDRF TOC CH3.05.10
 
Required Question Incomplete
Required Question Incomplete
Please include a final study report which includes all elements as outlined in 21 CFR 58.185.
IMDRF TOC CH3.05.10
 
Required Question Incomplete
Required Question Incomplete
Please provide a statement that the study was conducted in compliance with applicable requirements in the GLP regulation (21 CFR Part 58), or, if the study was not conducted in compliance with the GLP regulation, please explain why the noncompliance would not impact the validity of the study data provided to support this submission.
Clinical Testing
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Required Question Incomplete
Required Question Incomplete
Clinical Testing
IMDRF TOC CH4
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please attach documentation that includes details of the clinical testing performed with your device.  A full test report includes: objective of the test, description of the test methods and procedures, study endpoint(s), pre- defined pass/fail criteria, results summary, conclusions, and an explanation of how the data generated from the test support this submission. Choose the attachment type in the dropdown for each attachment.
IMDRF TOC CH4
 
Optional Question
Optional Question
Patient-Reported Outcomes and Patient Preference Information
Optional Question
Optional Question
Optional Question
Optional Question
Please identify the attachment(s) and page number(s) of any information provided related to patient-reported outcomes (PROs) for this section, such as the PRO questionnaire, dossier, and/or other supportive documents.
Optional Question
Optional Question
Please identify the attachment(s) and page number(s) of any information provided related to patient preference information (PPI) for this section, such as the PPI survey, protocol, attribute table, and/or other supportive documents as appropriate.
Required Question Incomplete
Required Question Incomplete
Compliance with Good Clinical Practice for Supporting Clinical Investigations
Required Question Incomplete
Required Question Incomplete
Is one or more of the included clinical investigations intended to support this submission subject to the requirements governing FDA acceptance of data from clinical investigations? Click the Help Text button for more information. 
Required Question Incomplete
Required Question Incomplete
Where were the supporting clinical investigation(s) included in this submission conducted?
Required Question Incomplete
Required Question Incomplete
For each clinical investigation with US sites included in this submission, please attach a statement of compliance with 21 CFR parts 50, 56, and 812 and/or a rationale for not complying with those regulations.
IMDRF TOC CH4.05
 
Required Question Incomplete
Required Question Incomplete
For each clinical investigation with OUS sites included in this submission, please attach: 1) A statement of compliance with GCP per 21 CFR 812.28(a)(1), and supporting          information as described in parts 21 CFR 812.28(a)(2) and (b), and/or 2) A rationale for not providing the above referenced statement of compliance with      GCP or supporting information, and/or 3) A waiver request in accordance with 21 CFR 812.28(c)
IMDRF TOC CH4.05
 
Required Question Incomplete
Required Question Incomplete
General Clinical Information
Please specifically cite the attachment(s) and page number(s) where the following information is located. Type "N/A" if not applicable.  
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Optional Question
Optional Question
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Guidance Adherence
0,0,0
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Required Question Incomplete
Required Question Incomplete
Guidance and Special Controls Adherence
Required Question Incomplete
Required Question Incomplete
In the text box below, please address or provide information demonstrating compliance with any applicable special controls, requirements in a device specific classification regulation, or adherence to device specific guidance recommendations for the Performance Testing. For each specific special control, regulation, or guidance recommendation applicable to your device:  Please list the special control, regulation, or recommendation and cite the attachment(s) and page number(s) where it was addressed. Please use the primary product code you provided in the Classification section above to determine whether a device specific guidance exists for your device. Type “N/A” if no device specific guidance, regulation, or special controls exist for your device type. If you type “N/A,” and special controls, a regulation, or a device specific guidance exists that requests information covered by this review section, the time-line for review of your file may be affected.
Optional Question
Optional Question
If you choose to use an alternative approach in comparison to what is stated in the applicable guidance or special controls, please provide a rationale for this alternative approach below.
Bottom Border
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Required Question Incomplete
Required Question Incomplete
Quality Management System
IMDRF TOC CH6
For any questions that are not applicable, please attach statements explaining why.
Quality Management System Information
0,0,0
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Required Question Incomplete
Required Question Incomplete
Quality Management System Information
IMDRF TOC CH6A
Optional Question
Optional Question
Product Descriptive Information
 
Required Question Incomplete
Required Question Incomplete
General Manufacturing Information
 
Optional Question
Optional Question
Required Forms
 
Required Question Incomplete
Required Question Incomplete
Quality Management System
 
Required Question Incomplete
Required Question Incomplete
Management Responsibilities
 
Required Question Incomplete
Required Question Incomplete
Resource Management 
IMDRF TOC CH6A.06
 
Required Question Incomplete
Required Question Incomplete
Planning of Product Realization and Customer Related Processes
 
Required Question Incomplete
Required Question Incomplete
Design and Development
 
Required Question Incomplete
Required Question Incomplete
Purchasing
 
Required Question Incomplete
Required Question Incomplete
Production and Service Controls
 
Required Question Incomplete
Required Question Incomplete
Control of Monitoring and Measuring Equipment 
 
Required Question Incomplete
Required Question Incomplete
QMS Measurement Analysis and Improvement 
 
Required Question Incomplete
Required Question Incomplete
Device Specific Quality Plan
 
Optional Question
Optional Question
Other Quality System Information
 
Manufacturing Changes
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Required Question Incomplete
Required Question Incomplete
Changes in Manufacturing Procedures
IMDRF TOC CH6A
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please provide a description of the change(s).
Description of Change(s)
Required Question Incomplete
Required Question Incomplete
Please provide a reason for the change(s).
Reason for changes
Required Question Incomplete
Required Question Incomplete
The change is associated with the following:
Change associated with (choose all that apply)
Required Question Incomplete
Required Question Incomplete
Please provide a summary / justification of the data supporting the change(s).
Summary of data to support changes
Required Question Incomplete
Required Question Incomplete
Details related to the Change(s)
Details of the changes
 
Facility Information
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
Facility Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Facility 
Required Question Incomplete
Required Question Incomplete
Please list the Facility name and its address
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
List the Facility Establishment Identifier(s) (FEI)
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
If an inspection was performed, what is the Establishment Inspection Report (EIR) Number?
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Have any recalls and/or MDRs been reported for any device(s) at this facility in the last three years?
Bottom Border
Post-Market Studies
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Required Question Incomplete
Required Question Incomplete
Post-Market Study (PMS) Plans
IMDRF TOC CH2.07
If this section is not applicable, please attach a statement explaining why.
Required Question Incomplete
Required Question Incomplete
PMS Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
PMS
Required Question Incomplete
Required Question Incomplete
State Study Objectives
Required Question Incomplete
Required Question Incomplete
Describe Study Design
Required Question Incomplete
Required Question Incomplete
Describe Study Population, number of Subjects and Sites to be Enrolled
Required Question Incomplete
Required Question Incomplete
Define Endpoints (Primary and Secondary related to Safety/Effectiveness)
Required Question Incomplete
Required Question Incomplete
Provide a high-level description of the data analysis plan for the primary endpoints
Required Question Incomplete
Required Question Incomplete
Outline Enrollment Milestones
Required Question Incomplete
Required Question Incomplete
State the length of follow-up and frequency of assessments
Required Question Incomplete
Required Question Incomplete
Please attach detailed documentation (e.g., study protocols, statistical analysis, milestones, design, etc.) pertaining to each Post-Market Study. If no PMS is identified, please attach a rationale explaining why PMS is not necessary.
IMDRF TOC CH2.07.01
 
Bottom Border
References
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Required Question Incomplete
Required Question Incomplete
References
IMDRF TOC CH3.06
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please add legible reprints or a summary of each article in English.
IMDRF TOC CH3.06
 
Required Question Incomplete
Required Question Incomplete
Please include a discussion of how each article is applicable to support the submission.
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Administrative Documentation
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Required Question Incomplete
Required Question Incomplete
Administrative Documentation
IMDRF TOC CH1.09, CH1.12.03, 
Required Question Incomplete
Required Question Incomplete
List of Terms/Acronyms
IMDRF TOC CH1.03
 
Optional Question
Optional Question
General Summary of Submission/Executive Summary
IMDRF TOC CH2.02
 
Optional Question
Optional Question
Summary of Safety and Effectiveness Data (SSED)
IMDRF TOC CH2.02
 
Required Question Incomplete
Required Question Incomplete
Attach an exclusion statement, or an Environmental Assessment Report
IMDRF TOC CH1.12.02
 
Required Question Incomplete
Required Question Incomplete
Free Sale Certificate / Certificate of Marketing Authorization
IMDRF TOC CH1.07
 
Required Question Incomplete
Required Question Incomplete
Statement of Conformance
Statement of Conformance
 
Optional Question
Optional Question
Quality Management System Certificate
IMDRF TOC CH1.06
 
Required Question Incomplete
Required Question Incomplete
Financial Certification and Disclosure Statement (Form FDA-3454 and/or 3455)
IMDRF TOC CH1.12.03
 
Required Question Incomplete
Required Question Incomplete
Clinical Trials Certification Form (Form FDA-3674)
IMDRF TOC CH1.12.03
 
Required Question Incomplete
Required Question Incomplete
Declaration of Conformity
IMDRF TOC CH1.12.07, CH3.04.02
 
Required Question Incomplete
Required Question Incomplete
Attach a pediatric sub-populations description, or a statement, along with a Pediatric Summary Table
IMDRF TOC CH2.05.03
 
Required Question Incomplete
Required Question Incomplete
Pediatric Population includes... (choose all that apply)
Pediatric Population includes (choose all that apply)
The Truthful and Accurate Statement is required for all 510(k) types (21 CFR 807.87(l)). It is a legally binding statement that provides additional assurance that the data submitted in the 510(k) is truthful and accurate and that no material fact has been omitted. This statement must be signed by a responsible person of the applicant company; it cannot be signed by a consultant to the applicant. If you are a responsible party of the 510(k) owner, this statement will be automatically produced and signed with your electronic signature (click the Administrative Documentation help text above to learn how to obtain an electronic signature). Ensure the signature you use to sign this application is for the owner of the 510(k), or, if you are not a responsible party of the 510(k) owner, attach a Truthful and Accurate statement below.
Weblink: Truthful and Accurate Statement
Required Question Incomplete
Required Question Incomplete
Are you a responsible party of the 510(k) owner and do you intend to electronically sign the Truthful & Accurate (T&A) Statement? If you prefer a wet signature on the T&A Statement or are unable to sign PDF documents electronically, choose No. 
Required Question Incomplete
Required Question Incomplete
Please use the link above to download the Truthful and Accurate statement. Please have a responsible party of the 510(k) owner print and sign this document, then scan and upload this document here.
IMDRF TOC CH1.12.05
 
Required Question Incomplete
Required Question Incomplete
Would you like to attach a 510(k) Statement or Summary? If you do not attach a 510(k) Statement or Summary, and you provided all of the data necessary to produce a 510(k) Summary, then a 510(k) Summary will be produced by this form. If you choose to submit a 510(k) Summary instead of a 510(k) Statement, be aware that the data provided in the 510(k) Summary will be publicly available if your 510(k) is cleared.
Required Question Incomplete
Required Question Incomplete
510(k) Summary or Statement
IMDRF TOC CH2.03
 
Required Question Incomplete
Required Question Incomplete
Please attach your User Fee form here. Please be sure to submit your user fee payment at least three (3) business days before submitting, to ensure the payment is processed and your submission is not placed on user fee hold.
IMDRF TOC CH1.04, CH1.09
 
Required Question Incomplete
Required Question Incomplete
Submission Fees 
The standard and small business fees for a premarket submissions are updated annually on or about August 1st.  More information about user fees, as well as the cost to submit your submission, can be found at the Medical Device User Fee Amendments (MDUFA) website.  To pay this user fee, please complete the MDUFA User Fee Cover Sheet. Directions on completing can be found at MDUFMA User Fees Cover Sheet website.
Bottom Border
Truthful and Accurate Statement
0,0,0
normal
gotoPage
Required Question Incomplete
Required Question Incomplete
Truthful & Accurate Statement
IMDRF TOC CH1.12.05
[As Required by 21 CFR 807.87(l)]
I believe to the best of my knowledge, that all data and information submitted in the premarket notification are truthful and accurate and that no material fact has been omitted.
Truthful and Accurate statement
For a new submission, leave the 510(k) number blank.
Must be signed by a responsible person of the firm required to submit the premarket notification [e.g., not a consultant for the 510(k) submitter].
Declaration of Conformity
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Required Question Incomplete
Required Question Incomplete
Declaration of Conformity
IMDRF TOC CH1.12.07, 3.04.02
ISO/IEC 17050-1
The subject device(s) is in conformity with the requirements of the following documents:
Organization
Designation Number and Edition/Date
Recognition #
Additional Information (e.g., limitations on the validity of the Declaration of Conformity)
Signed for and on behalf of the applicant company:
Place and Issuance Date:
510(k) Summary
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Required Question Incomplete
Required Question Incomplete
            510(k) Summary
IMDRF TOC CH2.03
Required Question Incomplete
Required Question Incomplete
Contact Details                                                                                  21 CFR 807.92(a)(1)
Required Question Incomplete
Required Question Incomplete
Device Name                                                                                          21 CFR 807.92(a)(2)
Required Question Incomplete
Required Question Incomplete
Legally Marketed Predicate Devices                                             21 CFR 807.92(a)(3)
Predicate #
Predicate Trade Name (Primary Predicate is listed first)
Product Code
Required Question Incomplete
Required Question Incomplete
Device Description Summary                                                               21 CFR 807.92(a)(4)
Required Question Incomplete
Required Question Incomplete
Intended Use/Indications for Use                                                      21 CFR 807.92(a)(5)
Required Question Incomplete
Required Question Incomplete
Indications for Use Comparison                                                      21 CFR 807.92(a)(5)
Required Question Incomplete
Required Question Incomplete
Technological Comparison                                                               21 CFR 807.92(a)(6)
Required Question Incomplete
Required Question Incomplete
Non-Clinical and/or Clinical Tests Summary & Conclusions         21 CFR 807.92(b)
Amendment/AI Response
0,0,0
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Required Question Incomplete
Required Question Incomplete
Additional Information Response
Required Question Incomplete
Required Question Incomplete
Changes that are necessary to resolve deficiencies should be made in the respective section. For example, if additional Sterilization information will be provided to resolve a deficiency, this documentation should be added to the Sterilization documentation that is already present. If attachments need to be updated, remove the old attachments and replace them with the new attachments (be sure to give new attachments a different name in comparison to the old attachments to ensure they are distinguished). Data that are typed in can also be modified. If you need to respond to subsequent Additional Information requests or Technical Screening holds, you should replace the deficiencies below with those from the latest Additional Information or Technical Screening request when responding. Although previously submitted data and attachments will remain in the FDA database, old data superseded by new data will not be considered the final data in our final review.
For PMA 30-Day Notices, additional information requests are responses to a deficiency letter, where FDA finds such notice inadequate, and a 135-Day PMA Supplement is needed. This response to the deficiency letter is reviewed in the 135-Day PMA Supplement, which has been converted from a 30-Day Notice.
Required Question Incomplete
Required Question Incomplete
Please restate the deficiency to which you are responding. Begin the statement by the deficiency reference (e.g., 2(a)).
Required Question Incomplete
Required Question Incomplete
Provide your response to the deficiency. For multi-part deficiencies, respond separately to each (i.e., click the Add Response button for each part).
Optional Question
Optional Question
Add references to attachments in this eSTAR.
Add references to attachments in this eSTAR.
Required Question Incomplete
Required Question Incomplete
Provide a summary of the unsolicited information you are providing. 
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Required Question Incomplete
Required Question Incomplete
Verification
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
Part of a meter display
If you want to save the data in this eSTAR in XML format, you can click the Export Data button to the left. Attachments will not be included in the generated XML file.
You can import the XML data of another eSTAR into this eSTAR by clicking the Import Data button to the left, and choosing the XML file. Attachments will not be imported.
FOR ADMINISTRATOR USE ONLY
IMDRF TOC CH1.08
Registration and Listing
Owners or operators of places of business (also called establishments or facilities) that are involved in the production and distribution of medical devices intended for use in the United States (U.S.) are required to register annually with the FDA. This process is known as establishment registration.
 
Congress has authorized FDA to collect an annual establishment registration fee for device establishment registrations. A detailed list of all those establishment types that have to pay the registration fee can be found at the Who Must Register, List and Pay the Fee website.  There are no reductions in annual establishment registration fees for small businesses or any other group.
 
Most establishments that are required to register with the FDA are also required to list the devices that are made there and the activities that are performed on those devices. If a device requires premarket approval or notification before being marketed in the U.S., then the owner/operator should also submit the FDA premarket submission number (510(k), De Novo, PMA, PDP, HDE). The owner/operator cannot list the device until the premarket submission has been cleared, granted, or approved to market in the United States. 
 
Registration and listing provides FDA with the location of medical device establishments and the devices manufactured at those establishments. Knowing where devices are made increases the nation's ability to prepare for and respond to public health emergencies.
 
For details about registering and listing your device, please see the Device Registration and Listing website.  If you encounter an issue or wish to contact us regarding the Electronic Registration and Listing System known as the FDA Unified Registration and Listing System (FURLS)/Device Registration and Listing Module (DRLM), please send an email to reglist@cdrh.fda.gov.
Delivery Directions
Please submit this eSTAR PDF for review to the Center for Devices and Radiological Health (CDRH) using the CDRH Portal unless your medical device is regulated by the Center for Biologics Evaluation and Research (CBER) or is a combination product where CBER is the lead center. You do not need to send any documentation in physical form using mail couriers.
For CBER-regulated medical devices or for combination products where CBER is the lead center, please refer to Regulatory Submissions in Electronic and Paper Format for CBER-Regulated Products for information on how to submit to CBER through the Electronic Submission Gateway.
Delivery Directions
Please submit via email (devicelicensing-homologationinstruments@hc-sc.gc.ca) (20 MB max. by email) or on compact disc of USB to the address below:
         Bureau of Licensing Services
         Medical Device Directorate
         Health Canada
         11 Holland Ave.
         Address Locator 3002A
         Ottawa, ON K1A 0K9
Bottom Border
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Required Question Complete
Required Question Incomplete
Optional Question
'.exe', '.zip', '.zipx', '.tar', '.gz', '.z', '.cab', '.rar', '.bz2', '.lzh', '.7z', '.img', '.iso', '.xz', '.vhd', '.vmdk', '.dmg', '.docm', '.dotm', '.xlsm', '.xltm', '.potm', '.ppsm', '.pptm', '.xlsb'
Q: Where can I send questions, feedback, and/or bug reports?
A: For technical issues or bug reports please email eSubPilot@fda.hhs.gov.
     For regulatory process or content questions please email:
         USFDA:  DICE@fda.hhs.gov 
         Health Canada: meddevices-instrumentsmed@hc-sc.gc.ca
Q: When I click on a bookmark, the view jumps to page 1 of eSTAR or nothing relevant is displayed. Why?
A: The bookmarked section is not applicable based on your submission choices and therefore should be ignored.
Q: Is there an attachment type, attachment name, or size restriction?
A: Unacceptable attachment types and names are automatically prevented. For FDA, if an attachment is larger
     than 1 GB, or if your eSTAR is greater than 4 GB, please refer to the CDRH Portal website for more information.
Q: If an eSTAR is signed, a message is displayed at the top saying changes were made after signing. Why?
A: You can ignore this message as long as the status says eSTAR COMPLETE on page 1. After you sign an
     eSTAR, changes will be made automatically to verify and complete the form which triggers the message. 
Q: What if I have several devices in one submission?
A: When a question asks about a device, consider the question as it applies to any device within the submission.
Q: What applications can I use to complete an eSTAR?
A: eSTAR works best in Adobe Acrobat Pro. FoxIt PDF Reader and PDF-XChange Editor can also be used.
Q: For FDA, if no content has changed in a particular section since the predicate, do I need to provide it again?
A: Follow the directions in each eSTAR section, which will guide you to provide the necessary information when
     content is similar to the predicate (e.g. EMC information, full information for Cybersecurity, rationale for not
     providing new performance testing, references and rationales supporting Biocompatibility).
Q: If I want to transfer my data from an old eSTAR version to a new version, how do I do this?
A: Click the Export button at the end of your older eSTAR and save the XML file. Click the Import button in the
     new eSTAR and choose the XML file, which will import your data. This will only function in Adobe Acrobat Pro.
     If you encounter extreme slowness in this process, please see the FAQ about Adobe Acrobat Pro below.
      It is not required that you use the latest eSTAR version. See Version History below for more information.
Q: I am using Adobe Acrobat Pro and it takes several seconds to respond after entering data. Is there a solution?
A: There is a JavaScript bug in certain Adobe Acrobat Pro applications that causes dynamic PDFs that use JavaScript
     in their functionality, like eSTAR, to run slower than normal. This slowness bug is not present in FoxIt PDF Reader,
     PDF-XChange Editor, any version of Adobe Acrobat Pro 2017, and for at least some, but not all, users of the latest
     Adobe Acrobat Pro Windows versions. Mac Adobe Acrobat Pro is not affected. We are working with Adobe to help
     them resolve this bug. Until it is resolved we recommend you either: 1) disable Protected Mode by going to
     Edit->Preferences->Security (Enhanced) and uncheck the "Enable Protected Mode" checkbox at the top, which
     should resolve the JavaScript bug for most, or 2) switch to one of the unaffected applications mentioned above.
     We also found that using the 64-bit version of Adobe Acrobat Pro helps resolve the slowness.
Q: Can I refer to an attachment rather than providing it redundantly, or link one attachment to another?
A: Yes, you can. Follow the directions below in Adobe Acrobat Pro to link one attachment to another:
1. Open the attachment that will contain the link in eSTAR by clicking the "Open Attachment" button.
2. In the Adobe Acrobat window showing the attachment, choose Tools > Edit PDF > Link > Add/Edit Web          
    or Document Link. Select the area for the link. A "Create Link" dialog box will appear. 
3. Under "Link Action", select the Go To A Page View option, and then click Next. A persistent window will 
    appear entitled "Create Go to View."
4. Go to the main eSTAR form and click the "Open Attachment" button next to the attachment you would like
    to link to. This attachment will open in a new tab.
5. Choose the text in the document you would like to link to, and then click Set Link in the "Create Go to View"
    persistent window.
6. Be sure to Save the main eSTAR form.
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