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## 510(k) Submission for the NEW SUBJECT DEVICE (Device Name "FICTITIOUS XYZ". Manufacturer "FICTITIOUS ABC". Product Code "MMK". Predicate device "K213274".)
1. Cover Letter
[Your Name]
[Your Title]
[Your Company]
[Your Address]
[Your Phone Number]
[Your Email Address]
[Date]
[FDA Contact Name]
[FDA Title]
[FDA Address]
Re: 510(k) Premarket Notification for the NEW SUBJECT DEVICE
Dear [FDA Contact Name],
We, [Your Company], are submitting this 510(k) premarket notification for the NEW SUBJECT DEVICE, a single-use, disposable, non-sterile sharps collector container intended for healthcare purposes for the safe containment and disposal of hazardous sharps such as hypodermic needles, syringes, lancets, and blood needles. The target user is for healthcare professionals.
The NEW SUBJECT DEVICE is substantially equivalent to the predicate device, K213274, which is a single-use, disposable, non-sterile sharps collector container with a 1.4-quart capacity. Both devices are made of high-density polyethylene (HDPE) plastic, are puncture-resistant, leak-resistant, closable, and stable. They are also labeled with a fill line and instructions for snapping the container lid closed.
The NEW SUBJECT DEVICE differs from the predicate device in the following ways:
* The NEW SUBJECT DEVICE has a 1.3-quart capacity, while the predicate device has a 1.4-quart capacity.
* The NEW SUBJECT DEVICE has a red base, while the predicate device has a clear base.
* The NEW SUBJECT DEVICE has a clamshell lid design, while the predicate device has a twist-on lid design.
We believe that these differences do not raise any new questions of safety or effectiveness. The NEW SUBJECT DEVICE has been designed to meet the same performance requirements as the predicate device, and we have conducted bench testing to demonstrate that it meets these requirements.
We request that the FDA review this 510(k) premarket notification and grant clearance for the marketing of the NEW SUBJECT DEVICE.
Sincerely,
[Your Name]
2. Applicant Information
[Your Company]
[Your Address]
[Your Phone Number]
[Your Email Address]
3. Pre-Submission Correspondence
We have not had any pre-submission correspondence with the FDA regarding this 510(k) submission.
4. Consensus Standards
The NEW SUBJECT DEVICE has been designed and manufactured in accordance with the following consensus standards:
* ISO 23907-1:2019 Single-Use Sharps Containers
* ASTM F 2132-01 Standard Specification for Puncture Resistance of Materials Used in Containers for Discarded Medical Needles and Other Sharps
5. Device Description
The NEW SUBJECT DEVICE is a single-use, disposable, non-sterile sharps collector container intended for healthcare purposes for the safe containment and disposal of hazardous sharps such as hypodermic needles, syringes, lancets, and blood needles. The target user is for healthcare professionals.
The NEW SUBJECT DEVICE is made of high-density polyethylene (HDPE) plastic and is injection molded. The container is puncture-resistant, leak-resistant, closable, and stable. It is labeled with a fill line and instructions for snapping the container lid closed.
The NEW SUBJECT DEVICE has a 1.3-quart capacity and is conical in shape. The lid is a clamshell design that snaps in place for a tight seal when the container is full.
6. Proposed Indications for Use
The NEW SUBJECT DEVICE is intended for healthcare purposes for the safe containment and disposal of hazardous sharps such as hypodermic needles, syringes, lancets, and blood needles. The target user is for healthcare professionals.
7. Classification
The NEW SUBJECT DEVICE is classified as a Class II medical device under product code MMK (Hypodermic single lumen needle).
8. Predicate and Substantial Equivalence
The NEW SUBJECT DEVICE is substantially equivalent to the predicate device, K213274, which is a single-use, disposable, non-sterile sharps collector container with a 1.4-quart capacity. Both devices are made of high-density polyethylene (HDPE) plastic, are puncture-resistant, leak-resistant, closable, and stable. They are also labeled with a fill line and instructions for snapping the container lid closed.
The NEW SUBJECT DEVICE differs from the predicate device in the following ways:
* The NEW SUBJECT DEVICE has a 1.3-quart capacity, while the predicate device has a 1.4-quart capacity.
* The NEW SUBJECT DEVICE has a red base, while the predicate device has a clear base.
* The NEW SUBJECT DEVICE has a clamshell lid design, while the predicate device has a twist-on lid design.
We believe that these differences do not raise any new questions of safety or effectiveness. The NEW SUBJECT DEVICE has been designed to meet the same performance requirements as the predicate device, and we have conducted bench testing to demonstrate that it meets these requirements.
9. Design/Special Controls, Risks to Health, and Mitigation Measures
Not applicable.
10. Labeling
The labeling for the NEW SUBJECT DEVICE will include the following information:
* Device name
* Manufacturer name and address
* Product code
* Indications for use
* Instructions for use
* Warnings and precautions
* Disposal instructions
11. Reprocessing
The NEW SUBJECT DEVICE is not intended to be reprocessed.
12. Sterility
The NEW SUBJECT DEVICE is not sterile.
13. Shelf Life
The NEW SUBJECT DEVICE has a shelf life of 5 years from the date of manufacture.
14. Biocompatibility
The materials used in the NEW SUBJECT DEVICE have been tested for biocompatibility in accordance with ISO 10993-1:2018.
15. Software/Firmware
Not applicable.
16. Cybersecurity/Interoperability
Not applicable.
17. Electromagnetic Compatibility (EMC), Electrical, Mechanical, Wireless and Thermal Safety
The NEW SUBJECT DEVICE has been tested for electromagnetic compatibility (EMC), electrical, mechanical, wireless, and thermal safety in accordance with the following standards:
* ISO 14971:2019 Medical devices — Application of risk management to medical devices
* IEC 60601-1:2005 Medical electrical equipment — Part 1: General requirements for basic safety and essential performance
* IEC 60601-1-2:2014 Medical electrical equipment — Part 1-2: General requirements for basic safety and essential performance — Collateral standard: Electromagnetic compatibility — Requirements and tests
* IEC 60601-1-11:2015 Medical electrical equipment — Part 1-11: General requirements for basic safety and essential performance — Collateral standard: Requirements for medical electrical equipment and medical electrical systems used in the home healthcare environment
18. Performance Testing
We have conducted bench testing to demonstrate that the NEW SUBJECT DEVICE meets the performance requirements of ISO 23907-1:2019 and ASTM F 2132-01. The testing included:
* Puncture resistance testing
* Leak resistance testing
* Closure integrity testing
* Stability testing
19. References
* ISO 23907-1:2019 Single-Use Sharps Containers
* ASTM F 2132-01 Standard Specification for Puncture Resistance of Materials Used in Containers for Discarded Medical Needles and Other Sharps
* ISO 14971:2019 Medical devices — Application of risk management to medical devices
* IEC 60601-1:2005 Medical electrical equipment — Part 1: General requirements for basic safety and essential performance
* IEC 60601-1-2:2014 Medical electrical equipment — Part 1-2: General requirements for basic safety and essential performance — Collateral standard: Electromagnetic compatibility — Requirements and tests
* IEC 60601-1-11:2015 Medical electrical equipment — Part 1-11: General requirements for basic safety and essential performance — Collateral standard: Requirements for medical electrical equipment and medical electrical systems used in the home healthcare environment
* ISO 10993-1:2018 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management process
20. Administrative Documentation
* 510(k) Summary
* Truthful and Accuracy Statement
* General Summary of Submission/Executive Summary
21. Amendment/Additional Information (AI) Response
Not applicable.
22. Conclusion
We believe that the NEW SUBJECT DEVICE is substantially equivalent to the predicate device, K213274, and that it meets all applicable performance and safety requirements. We request that the FDA review this 510(k) premarket notification and grant clearance for the marketing of the NEW SUBJECT DEVICE.
Please note that this is a sample 510(k) submission and may not be appropriate for all devices. You should consult with a qualified regulatory professional to ensure that your 510(k) submission is complete
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## 510(k) Submission for the NEW SUBJECT DEVICE (Device Name "FICTITIOUS XYZ". Manufacturer "FICTITIOUS ABC". Product Code "MMK". Predicate device "K213274".).
1. Cover Letter
[Your Name]
[Your Title]
[Your Company]
[Your Address]
[Your Phone Number]
[Your Email Address]
[Date]
[FDA Contact Name]
[FDA Title]
[FDA Address]
Re: 510(k) Premarket Notification for the NEW SUBJECT DEVICE
Dear [FDA Contact Name],
We, [Your Company], are submitting this 510(k) premarket notification for the NEW SUBJECT DEVICE, a single-use, disposable, non-sterile sharps collector container intended for healthcare purposes for the safe containment and disposal of hazardous sharps such as hypodermic needles, syringes, lancets, and blood needles. The target user is for healthcare professionals.
The NEW SUBJECT DEVICE is substantially equivalent to the predicate device, K213274, which is a single-use, disposable, non-sterile sharps collector container with a 1.4-quart capacity. Both devices are made of high-density polyethylene (HDPE) plastic, are puncture-resistant, leak-resistant, closable, and stable. They are also labeled with a fill line and instructions for snapping the container lid closed.
The NEW SUBJECT DEVICE differs from the predicate device in the following ways:
* The NEW SUBJECT DEVICE has a 1.3-quart capacity, while the predicate device has a 1.4-quart capacity.
* The NEW SUBJECT DEVICE has a red base, while the predicate device has a clear base.
* The NEW SUBJECT DEVICE has a clamshell lid design, while the predicate device has a twist-on lid design.
We believe that these differences do not raise any new questions of safety or effectiveness. The NEW SUBJECT DEVICE has been designed to meet the same performance requirements as the predicate device, and we have conducted bench testing to demonstrate that it meets these requirements.
We request that the FDA review this 510(k) premarket notification and grant clearance for the marketing of the NEW SUBJECT DEVICE.
Sincerely,
[Your Name]
2. Applicant Information
[Your Company]
[Your Address]
[Your Phone Number]
[Your Email Address]
3. Pre-Submission Correspondence
We have not had any pre-submission correspondence with the FDA regarding this 510(k) submission.
4. Consensus Standards
The NEW SUBJECT DEVICE has been designed and manufactured in accordance with the following consensus standards:
* ISO 23907-1:2019 Single-Use Sharps Containers
* ASTM F 2132-01 Standard Specification for Puncture Resistance of Materials Used in Containers for Discarded Medical Needles and Other Sharps
5. Device Description
The NEW SUBJECT DEVICE is a single-use, disposable, non-sterile sharps collector container intended for healthcare purposes for the safe containment and disposal of hazardous sharps such as hypodermic needles, syringes, lancets, and blood needles. The target user is for healthcare professionals.
The NEW SUBJECT DEVICE is made of high-density polyethylene (HDPE) plastic and is injection molded. The container is puncture-resistant, leak-resistant, closable, and stable. It is labeled with a fill line and instructions for snapping the container lid closed.
The NEW SUBJECT DEVICE has a 1.3-quart capacity and is conical in shape. The lid is a clamshell design that snaps in place for a tight seal when the container is full.
6. Proposed Indications for Use
The NEW SUBJECT DEVICE is intended for healthcare purposes for the safe containment and disposal of hazardous sharps such as hypodermic needles, syringes, lancets, and blood needles. The target user is for healthcare professionals.
7. Classification
The NEW SUBJECT DEVICE is classified as a Class II medical device under product code MMK (Hypodermic single lumen needle).
8. Predicate and Substantial Equivalence
The NEW SUBJECT DEVICE is substantially equivalent to the predicate device, K213274, which is a single-use, disposable, non-sterile sharps collector container with a 1.4-quart capacity. Both devices are made of high-density polyethylene (HDPE) plastic, are puncture-resistant, leak-resistant, closable, and stable. They are also labeled with a fill line and instructions for snapping the container lid closed.
The NEW SUBJECT DEVICE differs from the predicate device in the following ways:
* The NEW SUBJECT DEVICE has a 1.3-quart capacity, while the predicate device has a 1.4-quart capacity.
* The NEW SUBJECT DEVICE has a red base, while the predicate device has a clear base.
* The NEW SUBJECT DEVICE has a clamshell lid design, while the predicate device has a twist-on lid design.
We believe that these differences do not raise any new questions of safety or effectiveness. The NEW SUBJECT DEVICE has been designed to meet the same performance requirements as the predicate device, and we have conducted bench testing to demonstrate that it meets these requirements.
9. Design/Special Controls, Risks to Health, and Mitigation Measures
Not applicable.
10. Labeling
The labeling for the NEW SUBJECT DEVICE will include the following information:
* Device name
* Manufacturer name and address
* Product code
* Indications for use
* Instructions for use
* Warnings and precautions
* Disposal instructions
11. Reprocessing
The NEW SUBJECT DEVICE is not intended to be reprocessed.
12. Sterility
The NEW SUBJECT DEVICE is not sterile.
13. Shelf Life
The NEW SUBJECT DEVICE has a shelf life of 5 years from the date of manufacture.
14. Biocompatibility
The materials used in the NEW SUBJECT DEVICE have been tested for biocompatibility in accordance with ISO 10993-1:2018.
15. Software/Firmware
Not applicable.
16. Cybersecurity/Interoperability
Not applicable.
17. Electromagnetic Compatibility (EMC), Electrical, Mechanical, Wireless and Thermal Safety
The NEW SUBJECT DEVICE has been tested for electromagnetic compatibility (EMC), electrical, mechanical, wireless, and thermal safety in accordance with the following standards:
* ISO 14971:2019 Medical devices — Application of risk management to medical devices
* IEC 60601-1:2005 Medical electrical equipment — Part 1: General requirements for basic safety and essential performance
* IEC 60601-1-2:2014 Medical electrical equipment — Part 1-2: General requirements for basic safety and essential performance — Collateral standard: Electromagnetic compatibility — Requirements and tests
* IEC 60601-1-11:2015 Medical electrical equipment — Part 1-11: General requirements for basic safety and essential performance — Collateral standard: Requirements for medical electrical equipment and medical electrical systems used in the home healthcare environment
18. Performance Testing
We have conducted bench testing to demonstrate that the NEW SUBJECT DEVICE meets the performance requirements of ISO 23907-1:2019 and ASTM F 2132-01. The testing included:
* Puncture resistance testing
* Leak resistance testing
* Closure integrity testing
* Stability testing
19. References
* ISO 23907-1:2019 Single-Use Sharps Containers
* ASTM F 2132-01 Standard Specification for Puncture Resistance of Materials Used in Containers for Discarded Medical Needles and Other Sharps
* ISO 14971:2019 Medical devices — Application of risk management to medical devices
* IEC 60601-1:2005 Medical electrical equipment — Part 1: General requirements for basic safety and essential performance
* IEC 60601-1-2:2014 Medical electrical equipment — Part 1-2: General requirements for basic safety and essential performance — Collateral standard: Electromagnetic compatibility — Requirements and tests
* IEC 60601-1-11:2015 Medical electrical equipment — Part 1-11: General requirements for basic safety and essential performance — Collateral standard: Requirements for medical electrical equipment and medical electrical systems used in the home healthcare environment
* ISO 10993-1:2018 Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management process
20. Administrative Documentation
* 510(k) Summary
* Truthful and Accuracy Statement
* General Summary of Submission/Executive Summary
21. Amendment/Additional Information (AI) Response
Not applicable.
22. Conclusion
We believe that the NEW SUBJECT DEVICE is substantially equivalent to the predicate device, K213274, and that it meets all applicable performance and safety requirements. We request that the FDA review this 510(k) premarket notification and grant clearance for the marketing of the NEW SUBJECT DEVICE.
Please note that this is a sample 510(k) submission and may not be appropriate for all devices. You should consult with a qualified regulatory professional to ensure that your 510(k) submission is complete



Configuration Data
report_title: 510k submission template
AI-WordsPerReport: 5000
AI-ModelMaxOutputTokens: 2048
AI-ModelTemperature: 0.05
AI-ModelTopP: 0.4
AI-ModelTopK: 10
AI-ContextInfo: Device Name "FICTITIOUS XYZ". Manufacturer "FICTITIOUS ABC". Product Code "MMK". Predicate device "K213274".
AI-510kContentPrompt: As a Regulatory Affairs professional write content for a 510k submission with separate sections for each of the required information categories described in this Guidance for "Electronic Submission Template for Medical Device 510(k) Submissions" ({{guidance_context}}). The submission should include Submission Type; Cover Letter; Applicant Information; Pre-Submission Correspondence; Consensus Standards; Device Description; Proposed Indications for Use; Classification; Predicates and Substantial Equivalence; Design/Special Controls Risks to Health and Mitigation Measures; Labeling; Reprocessing; Sterility; Shelf life; Biocompatibility; Software/Firmware; Cybersecurity/Interoperability; Electromagnetic Compatibility (EMC) Electrical Mechanical Wireless and Thermal Safety; Performance Testing; References; Administrative Documentation; Amendment Additional Information Response; as appropriate. Write the 510(k) submission for the NEW SUBJECT DEVICE ({{device_context}}). Write similar content from the following 510(k) summaries and include conformity requirements from the following PERFORMANCE standards. For any content missing from the provided information mark it with "TBD FILL THIS IN" and include succinct guidance on the required content. Assume the NEW SUBJECT DEVICE is substantially equivalent to the provided 510(k) summaries. Write complete cover letter and conclusion using information on the provided information but changing device identification information with the NEW SUBJECT DEVICE information. Write a cover letter with conclusion for substantial equivalence to predicate device. Include a comparison of technological characteristics with the predicate device.
AI-510kSourceDocuments: Following are the 510(k) summaries ({{summary_samples}}) and PERFORMANCE standards ({{standard_samples}}) to source content from for the NEW SUBJECT DEVICE 510(k) submission.
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