Attachment 2c 60-day FRN Comment Responses 
Consent Only
Thank you for your interest in the ED3N project and for sharing your thoughts about informed consent. Newborn screening programs are run by each state, and each state has its own laws about how these programs work. In nearly all states, families have the option to opt-out of screening if they choose. The ED3N project aims to help state newborn screening programs by improving the early detection of babies born with serious and sometimes fatal diseases through the analysis of already collected, de-identified data. This data does not include whole genome sequencing data, as no state newborn screening program is currently using this type of testing. Also, no biospecimens (like blood spots or DNA) will be collected for the ED3N project.

Both Privacy and Consent
Thank you for your interest in the ED3N project and for sharing your thoughts about informed consent and privacy. Newborn screening programs are managed by each state, and each state has its own laws about how these programs operate. In nearly all states, families usually have the option to opt-out of screening if they want to. The ED3N project aims to help state newborn screening programs by improving the early detection of babies with serious and sometimes fatal diseases through the analysis of already collected, de-identified data. This data does not include whole genome sequencing, as no state newborn screening program is currently using this type of testing. Additionally, no biospecimens (like blood spots or DNA) will be collected for the ED3N project. The ED3N project uses strong privacy measures, including user authentication, role-based access, and multiple privacy assessments.

General Opposition
Thank you for your interest in the ED3N project and for sharing your thoughts. Newborn screening programs are managed by each state, and each state has its own laws about how these programs work. In nearly all states, families usually have the option to opt-out of screening if they want to. The ED3N project aims to help state newborn screening programs by improving the early detection of babies born with serious and sometimes fatal diseases through the analysis of already collected, de-identified data. This data does not include whole genome sequencing, as no state newborn screening program is currently using this type of testing. Additionally, no biospecimens (like blood spots or DNA) will be collected for the ED3N project.

Privacy Only
Thank you for your interest in the ED3N project and for sharing your thoughts about privacy. Newborn screening programs are managed by each state, and each state has its own laws about how these programs operate. In nearly all states, families usually have the option to opt-out of screening if they want to. The ED3N project aims to help state newborn screening programs by improving the early detection of babies born with serious and sometimes fatal diseases through the analysis of already collected, de-identified data. This data does not include whole genome sequencing, as no state newborn screening program is currently using this type of testing. Additionally, no biospecimens (like blood spots or DNA) will be collected for the ED3N project. The ED3N project uses strong privacy measures, including user authentication, role-based access, and multiple privacy assessments.

WGS/DNA Surveillance
Thank you for your interest in the ED3N project and for sharing your thoughts about informed consent and privacy. Newborn screening programs are managed by each state, and each state has its own laws about how these programs work. In nearly all states, families usually have the option to opt-out of screening if they want to. The ED3N project aims to help newborn screening programs by improving the early detection of babies born with serious and sometimes fatal diseases through the analysis of already collected, de-identified data. This data does not include whole genome sequencing, as no state newborn screening program is currently using this type of testing. Additionally, no biospecimens (like blood spots or DNA) will be collected for the ED3N project.

Unrelated
Thank you for your interest in the ED3N project and for sharing your thoughts. The ED3N project aims to help state newborn screening programs by improving the detection of babies born with serious diseases through the analysis of already collected, de-identified data. This project focuses on meeting the needs of state newborn screening programs to improve screening for serious diseases.
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