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electronic Submission Template And Resource (eSTAR)
 For Early Submission Requests               Version 1.0 (2024-03-29)
STATUS: eSTAR INCOMPLETE
STATUS: eSTAR COMPLETE
This eSTAR is incomplete, and will be treated as an improperly prepared eCopy and not reviewed. You will be notified via a standard eCopy Hold email.
Introduction
This template is intended for use in constructing product submissions that are submitted before the premarket submission/application. This template is also intended to be a resource of medical device premarket regulations.   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 Assistive Technology 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.
FAQ
Version History
11.0.1.20130826.2.901444.899636
electronic Submission Template And Resource
Application/Submission Type
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Top Border
Required Question Incomplete
Required Question Incomplete
Application/Submission Type
Take care in providing answers, data, and attachments needed to answer all specific questions relevant to your submission. Any false, misleading statements or missing information may be grounds for FDA to put the application on hold before the review commences. If the submission does include missing or inaccurate information, FDA may request additional actions that can cause a delay in the review process. FDA may also put the application 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 Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Request for Feedback/Information
Optional Question
Optional Question
Since you indicated this is a Special 510(k), only those sections that were modified in comparison to your predicate device need to be submitted. Ensure the sections that were modified in comparison to your original 510(k) are checked, and uncheck those that were not modified.  The Device Description section, as well as other sections not listed here, will always be present.
A Request for Information (513(g)) is a means by which a submitter can obtain FDA's determination regarding the classification and regulatory requirements that may be applicable to a product. The submitter can propose a classification, but the final determination lies with FDA.
A Pre-Sub provides the opportunity for a submitter to obtain FDA feedback prior to an intended premarket submission, Accessory Classification Requests, or Clinical Laboratory Improvement Amendments (CLIA) Waiver by Applications (CW). A Pre-Sub is appropriate when FDA feedback on specific questions is necessary to guide product development and/or submission preparation.
The corresponding FDA feedback from a Request for Pre-Sub Meeting is through a face-to-face or teleconference meeting with written feedback provided in advance, while the corresponding FDA feedback from a Request for Pre-Sub Written Feedback is written feedback only.
Required Question Incomplete
Required Question Incomplete
Application Sub-Type
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
Required Question Incomplete
Required Question Incomplete
Attach your Cover Letter
 
Required Question Incomplete
Required Question Incomplete
Attach any Letters of Reference
 
Administrative Information
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Applicant Information
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Required Question Incomplete
Required Question Incomplete
Applicant Information
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
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
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.
 
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Standards
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Optional Question
Optional Question
Standards
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. If you are unable to find a standard in the dropdowns (e.g., the standard is not an FDA recognized standard), you may manually type in the information.
Standards Details / Supplemental Documentation per ISO/IEC 17050-2
 
List of Standards Details with Declaration of Conformity / Detailed Information
 
Administrative Information
Bottom Border
Submission Characteristics
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Required Question Incomplete
Required Question Incomplete
Submission Characteristics
Submission Purpose
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Required Question Incomplete
Required Question Incomplete
Submission Purpose
Required Question Incomplete
Required Question Incomplete
Provide the overall purpose of the Q-Sub, including goals for the outcome of the interaction with FDA.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Select up to a maximum of four (4) topic categories that are applicable to this submission.
Required Question Incomplete
Required Question Incomplete
Meeting Information
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Required Question Incomplete
Required Question Incomplete
Meeting Information
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Provide a minimum of three (3) preferred meeting dates and times.
Required Question Incomplete
Required Question Incomplete
Provide a draft meeting agenda and estimated time (in minutes) for each agenda item.
Required Question Incomplete
Required Question Incomplete
List your planned attendees and each attendee's position/title and affiliation. If there are planned attendees that have not yet been identified, include their type of subject matter expertise. Also, identify any non-U.S. citizens who are attending.
Required Question Incomplete
Required Question Incomplete
If applicable, please identify FDA staff you would like to have attend the meeting and/or specific expertise that may needed.
Required Question Incomplete
Required Question Incomplete
Please confirm the following by checking each checkbox.
The device/system uses or is... (choose all that apply)
Bottom Border
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Required Question Incomplete
Required Question Incomplete
Product Description
Products
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Required Question Incomplete
Required Question Incomplete
Listing of Product(s)
Provide the Product Trade Name and (optionally) Model Number/Name
Assay and Instrument Information
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Optional Question
Optional Question
In Vitro Diagnostic Assay and Instrument Information
Optional Question
Required Question Incomplete
Product(s) in this submission include
Device(s) in this submission include
Optional Question
Required Question Incomplete
Optional Question
Required Question Incomplete
Since you indicate that the instrument associated with your subject assay(s) is not legally marketed in the US, you should provide complete documentation for the instrument in this submission. Please select both "Assay" and "Instrument" options to the "Device(s) in this submission include" checkbox group above.
Instruction
Required Question Incomplete
Required Question Incomplete
Please summarize instrument information below, including instrument name, instrument owner, marketing history in the US and associated submission number(s) if applicable.
Please summarize instrument related information below.
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Please summarize modification(s) you have made to the legally marketed instrument in order to run the new assay(s).  
Please summarize instrument modification information below.
Please attach detailed descriptions of instrument modification information if necessary.
Please attach detailed descriptions of instrument modification information if necessary.
 
Optional Question
Required Question Incomplete
Optional Question
Required Question Incomplete
Please summarize Specimen's Identification method on your instrument below.
Please summarize Specimen Identification method on your instrument here.
Optional Question
Required Question Incomplete
Please summarize Specimen's Sampling and Handling procedure on your instrument below.
Please summarize Specimen's Sampling and Handling procedure on your instrument below.
Optional Question
Required Question Incomplete
Please summarize Calibration procedure for your instrument below.
Please summarize Calibration procedure for your instrument below.
Optional Question
Required Question Incomplete
Please summarize Quality Control procedure for your instrument below.
Please summarize Quality Control procedure for your instrument below.
General Characteristics
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Optional Question
Optional Question
General Product Characteristics
The term "function," as it is used below, is a distinct purpose of the product, which could be the intended use or a subset of the intended use of the product. For a full definition of "function" and information regarding how to distinguish the functions of your product/system, please see the Multiple Functions guidance. The intent of questions below asking about the functions of the device is to extract the functions that are not the subject of a premarket review. Functions that are the subject of a premarket review would be considered in the rest of the Device Description section. Device functions exempt by regulation are evaluated in the Classification section below. If no device functions are the subject of a premarket review, a premarket submission is not necessary for your product. If your product is a medical device, you must Register and List your product whether it is exempt or not (see the Registration and Listing section at the end of this eSTAR).
Optional Question
Required Question Incomplete
Optional Question
Optional Question
•  Please describe the functions that do not meet the definition of a device (i.e., functions that are not the 
   subject of a premarket review), and provide a justification for why, in the text box below. You will be 
   asked to provide a description of the device functions that are the subject of a premarket review in 
   the Description section below.
Optional Question
Required Question Incomplete
Optional Question
Optional Question
•  Please describe the functions that are intended only for General Wellness (i.e., functions that are not the 
   subject of a premarket review), and provide a justification for why, in the text box below. You will be 
   asked to provide a description of the device functions that are the subject of a premarket review in 
   the Description section below.
Optional Question
Required Question Incomplete
Optional Question
Optional Question
•  Please describe the functions that are exempt (i.e., functions that are not the subject of a premarket   
   review), and provide a justification for why, in the text box below. You will be asked to provide a 
   description of the device functions that are the subject of a premarket review in the Description 
   section below.
Optional Question
Required Question Incomplete
Optional Question
Required Question Incomplete
Optional Question
Required Question Incomplete
Optional Question
Required Question Incomplete
Optional Question
Required Question Incomplete
Optional Question
Optional Question
•  Please describe any digital health functions that fall under enforcement discretion or are non-
   device software functions (i.e., functions that are not the subject of a premarket review) according to:
   1) the General Wellness (GW) policy for low risk devices, 
   2) the policy for Device Software Functions and Mobile Medical Applications (DSF-MMA),
   3) the Medical Device Data Systems (MDDS) guidance, or
   4) the Clinical Decision Support (CDS) software guidance.
   See the Help Text for more information. You will be asked to provide a description of the device 
   functions that are the subject of a premarket review in the Description section below.
Optional Question
Optional Question
•  Please check the attributes that are applicable to your 
   device.
Optional Question
Required Question Incomplete
Optional Question
Required Question Incomplete
The product/system uses or is... (choose all that apply)
The device/system uses or is... (choose all that apply)
Optional Question
Required Question Incomplete
The environment of use of the product/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
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 include appropriate patent statement or certification and a statement that the applicant will give notice to the patent related owner and holder, as applicable.
Optional Question
Required Question Incomplete
Optional Question
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.
Description
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Required Question Incomplete
Required Question Incomplete
Description
Optional Question
Optional Question
Please provide a Product Description Summary below, and ensure it includes a description of the device functions within the purview of a premarket submission, the scientific concepts that form the basis for the product, and the significant physical and performance characteristics of the product, such as product design, material used, and physical properties.
Required Question Incomplete
Required Question Incomplete
Comprehensive Product Description and Principles of Operation Documentation
 
Optional Question
Required Question Incomplete
Product Pictures, Illustrations, Schematics, and/or Diagrams. Attach a justification if the product does not have a physical form.
 
Required Question Incomplete
Required Question Incomplete
Description of Product Packaging
 
Components and Accessories
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Required Question Incomplete
Required Question Incomplete
System/Kit Components and Accessories
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
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.
 
Required Question Incomplete
Required Question Incomplete
Please attach System/Kit Component and/or Accessory Pictures, Illustrations, Schematics, and/or Diagrams
 
Bottom Border
Indications for Use/Device Uses
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Required Question Incomplete
Required Question Incomplete
Device Uses / Proposed Indications for Use
Optional Question
Optional Question
Optional Question
Optional Question
The trade name(s) of the product will be auto-populated below based on the response(s) in the Device Description section. Feel free to reorganize these based on the Devices Uses / proposed Indications for Use (e.g., if the submission bundles multiple devices).
Optional Question
Optional Question
Please provide a description of your Device Uses / proposed 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
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Optional Question
Optional Question
Classification
Select your proposed classification for the subject device, and in the blank field below, provide a justification for why it should be so classified. You may type in the proposed product code directly, or you may filter down by choosing first a medical specialty, regulation, then product code. If a device specific guidance is available for the product code, the guidance name and web link will be displayed. Use the Product Classification Website resource in the help text to obtain information about your product code and check the regulation text for any special controls that need to be considered (e.g, PAE and 21 CFR 890.3450).
Please add a justification for the Classification below. If you believe your device is Unclassified, indicate this here. For exempt products, describe here why you do not trip the limitations for the exemption per 21 CFR XXX.9 (a), (b), or (c), and see the main help text of this section above.
Bottom Border
Labeling
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Required Question Incomplete
Required Question Incomplete
Labeling
Please submit proposed labels, labeling, and advertisements sufficient to describe the product, its intended use, and the directions for its use. Where applicable, photographs or engineering drawings may be supplied. We also strongly recommend you consult standard AAMI ANSI ES60601-1 Section 7 for applicable labeling that may be important for your product if it is electrical (consult ISO 14708-1 instead for implantable components).
General Labeling
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Required Question Incomplete
Required Question Incomplete
General Labeling
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Optional Question
Required Question Incomplete
Optional Question
Packaging and Shipping
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Required Question Incomplete
Required Question Incomplete
Package Labeling
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 product. This includes, but is not limited to, the product packaging and sterile packaging. 
 
Complementary Labeling
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Required Question Incomplete
Required Question Incomplete
Package Insert / Instructions for Use
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 product. This includes instructions that may be downloaded or viewed on a website.
 
Other Labeling
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Required Question Incomplete
Required Question Incomplete
Other Labeling
Required Question Incomplete
Required Question Incomplete
Choose the attachment type in the dropdown for each attachment. Click the help text button to the right for an explanation of each option.
 
Specific Labeling
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Required Question Incomplete
Required Question Incomplete
Specific Labeling
Required Question Incomplete
Optional Question
Required Question Incomplete
Optional Question
Required Question Incomplete
Optional Question
Required Question Incomplete
Optional Question
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).
Bottom Border
References
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Required Question Incomplete
Required Question Incomplete
References
Required Question Incomplete
Optional Question
Required Question Incomplete
Required Question Incomplete
Please add legible reprints or a summary of each article in English.
 
Required Question Incomplete
Optional Question
Please include a discussion of how each article is applicable to support the submission.
Bottom Border
Pre-Submission Questions
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Required Question Incomplete
Required Question Incomplete
Pre-Submission Questions
Please include clear, specific questions related to the selected topic category. The Topic Category dropdown list is populated by the selected choices in the Submission Characteristics section. To better inform FDA review, you may describe your perspective for each submitted question. 

We recommend carefully considering the number of questions and the extent of feedback requested to ensure that FDA has sufficient time to provide an in-depth response to each question and to enable focused meetings. 
Required Question Incomplete
Required Question Incomplete
Question 1
Optional Question
Optional Question
If applicable, attach supporting documentation related to the question posed above.
 
Bottom Border
Administrative Documentation
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Required Question Incomplete
Required Question Incomplete
Administrative Documentation
Optional Question
Optional Question
Executive Summary
 
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Financial Certification and Disclosure Statement (Form FDA-3454 and/or FDA-3455)
 
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Required Question Incomplete
Clinical Trials Certification Form (Form FDA-3674)
 
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.
 
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
Amendment/AI
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Required Question Incomplete
Required Question Incomplete
Additional Information
Required Question Incomplete
Required Question Incomplete
Changes that are necessary to address requests for additional information (AI) should be made in the respective section. For example, if additional Product Description information will be provided to address a request, this documentation should be added to the Product Description 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 AI requests, you should replace the requests below with those from the latest AI 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.
Required Question Incomplete
Required Question Incomplete
Please restate the AI request to which you are responding. Begin the statement by the request reference (e.g., 2(a)).
Required Question Incomplete
Required Question Incomplete
Provide your response to the request. For multi-part request, respond separately to each (i.e., click the Add Response button for each part).
Unsolicited information does not include meeting minutes or slides. Please provide meeting minutes and slides as an eCopy via the CDRH Portal.
Unsolicited additional information may include: clarifications or corrections to documents already submitted in the parent Q-sub; documents that were referenced in the current submission but were inadvertently left out; etc. If you are providing corrected documents or data, or if they were inadvertently left out in the parent Q-Sub, please make those changes in the respective sections of this submission. For example, if an attachment was missing in the Labeling section or for a Pre-Sub question, then add the attachment to the appropriate question within eSTAR; or, if incorrect information was provided in the Product Description Summary text field, revise the text accordingly.
Please note that unsolicited additional information does not include new questions of requests for feedback. You may submit another Q-Sub to address any new requests for feedback.
Required Question Incomplete
Required Question Incomplete
Provide a summary of the unsolicited information you are providing. 
Bottom Border
Verification
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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
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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
You can export the data in this eSTAR in XML format by clicking the Export Data button to the left. Attachments are not included.
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.
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), PMA, PDP, HDE). If a device is exempt from 510k requirements, either by regulation or by FDA determination (e.g. via a 513(g) submission), the owner/operator should still follow registration and listing requirements. 
 
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 (FURLS), 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. You do not need to send any documentation in physical form using the postal service.
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'
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