DEPARTMENT OF HEALTH AND SOCIAL SERVICES

DiviSION OF PuBLIC HEALTH
Statutory Authority: 16 Delaware Code, Section 203 (16 Del.C. §203)
16 DE Admin. Code 4101

PROPOSED
PUBLIC NOTICE

4101 Birth Defect Surveillance and Registry Program

Pursuant to 16 Del.C. §203, the Department of Health and Social Services, Division of Public Health is proposing
revisions to regulation 4101 Birth Defect Surveillance and Registry Program and intends to hold them open for public
comment per Delaware law. The revisions include technical changes to bring the regulation into compliance with the
Delaware Administrative Code Style Manual, updates to Appendix A (Delaware Birth Defects Registry Reportable
Diagnoses), and Appendix B (Registry Reporting Form).

Copies of the proposed regulation are available for review in the February 1, 2026 issue of the Delaware Register of
Regulations, accessible online at: http://regulations.delaware.gov or by calling the Division of Public Health at 302-744-
4951.

Public comments will be accepted until 4:30 PM on March 3, 2026. Comments will be accepted in written form via email to
DHSS DPH_regulations@delaware.gov, or by U.S. mail to the following address:

Vicki Schultes, Hearing Officer
Division of Public Health

417 Federal Street

Dover, DE 19901

4101 Birth Defect Surveillance and Registry Program

1.0 Purpose

1.1 Birth defects are one of the causes of infant mortality and disabilities in Delaware. A-The Birth Defects
Surveillance System, or Birth Defects Registry, will-enable-enables the Delaware Department of Health and
Social Services (DHSS), Division of Public Health (DPH) to collect birth defects data, to—ereatecreate a
statewide registry, and te link surveillance with tracking of individual children for the provision of services.

1.2 The purpose-of-the Birth Defects Registry is—to-provide-provides information to Publiec-Health-public health
officials as to the existence of previously unrecognized health and environmental hazards, help-helps prevent
certain birth defeets-defects, and ultimately decrease-decreases the infant mortality rate. The Birth Defects
Registry will-gather—gathers data to assist with identification of risk factors, including environmental and

hereditary;—assist-hereditary; assists in the investigation of causes and prevalence—assist-prevalence; and

assists in the development of strategies to reduce the occurrence of, or prevent such-defects;-and-track-and
feHew—ueabne#nat—newbe#Hwanng—sememng—#esutts—bwth defects

1+41.3 The B|rth Defects Reg|stry wrtl—be—ls a component of the Newborn Screenlng Case Management System,
ineluding—and includes metabolic and hearing screening. All results of metabolic and hearing screens will
become part of the screening record. Tracking and follow-up of incomplete and abnormal cases will-be
followed-is completed by the Division of Public Health Newborn Screening Program_staff.

2.0 Definitions
The following words shall-and terms, when used in this requlation, have the meanings-indicated following meaning:

"Birth Defectdefect"” means any structural or biochemical abnormality, regardless of cause, diagnosed at any
time before or after birth, that requires medical or surgical intervention or that interferes with normal growth or
development. This includes abnormal newborn hearing screening. Reportable birth defects are listed in
Appendix A of these-Regulations this regulation.

‘Department” means the State of Delaware Department of Health and Social Services.

"Division" refers-to-means the Division of Public Health under-within the Delaware Department of Health and
Social Services.



https://delcode.delaware.gov/title16/c002/sc01/#203
http://regulations.delaware.gov/
mailto:DHSS_DPH_regulations@delaware.gov

"Registry"” means a central data bank containing collected, classified, coded, and sorted data relating to birth
defects in-children-under-age-5 diagnosed in utero and postpartum for anyone who is a resident of the state of
Delaware; or whose parent is a resident of Delaware and who is diagnosed at any time prior to age 5 as
having a birth defect, reported by health care providers.

"Surveillance™ means the process of identifying and investigating birth defects in children under age 5.

3.0 Reportmg Requlrements

3.1 The registry shall collect information on any birth defect diagnosed in utero and postpartum en-for anyone
who is a resident of the state of Delaware-Delaware; or whose parent is a resident of Delaware,-Delaware
and who is diagnosed at any time prior to age five(5) 5 as having a birth defect. Ferthepurposes—related-to
the-registry the-The Division shall have access to any medical record of the child that pertains to a diagnosed
or suspected birth defect. Prenatal information on the birth mother may be obtained with prior consent.

3.2 Any diagnosed birth defects shall be reported for all infants and children up to age 5, including those who
have since died (if the data is still available).

3.3 Forpurposes—of-these-reportingrequirements.—reportable-Reportable diagnoses are those-diaghoses; from
the International Classification of Diseases (ICD), as listed in Appendix A of these-regulations_this regulation.
The reportable diagnoses listed in Appendix A may be revised, upon notice, to reflect changes in publications
accepted for use by the Centers for Disease Control and Prevention or the State_ of Delaware.

3.4 The following persons and organizations are required to report occurrences of birth defects within 30 days of
diagnosis to the Division of Public Health-Health:

3.4.1 Any physician, surgeon, dentist, podiatrist, certified nurse midwife, or other health care practitioner who
diagnoses or provides treatment, or both, for a child under age 5 with birth defects who is not known to be
previously reported,;

3.4.2 The designated representative of any clinical laboratory that performs any test which identifies a child or
children under age 5 with birth defects not known to be previously reported; and

3.4.3 The designated representative of any hospital, dispensary, clinic, or other similar public or private
institution that diagnoses or provides treatment, or both, for a child or children under age 5 with birth
defects who is not known to be previously reported.

34:43.5 Fhis—section—of-theregulations—Section 3.0 of this regulation shall not apply to any person or
private institution that, as an exercise of religious freedom, treats the sick or suffering by spiritual means
through prayer alone.

3:563.6 The administrative officer of every health care facility shall be responsible for establishing reporting
procedures at that facility, using the identified Birth Defect Registry reperting-form_Reporting Form (Appendix
B of this reqgulation). Reporting procedures must ensure that each infant initially diagnosed as having a birth
defect shall be reported to the Division. Any presumptive or actual diagnosis in a child up to the age of 5 must
be reported to the Division.

3:83.7 Reporting sources shall complete the Division of Public Health Birth Defects Surveillance Form for each

reported ease;-case and forward the completed form to the Division of Public Health Director or designee.

Reporting sources are required to submit annual follow-up information as requested through-Birth-through the

Birth Defect Program.

5

4.0 Confidentiality of Reports

4.1 No report of a diagnosis or treatment of a birth defect shall be disclosed in sueh a way as to identify the child
who is the subject of the report, or as to identify the child's family. However, patient-identifying information
may be exchanged among authorized agencies as approved by the Department and upon receipt by the
Department of satisfactory assurances by those agencies of the preservation of the confidentiality of such
patient-identifying information. Agencies will maintain the confidentiality of any information exchanged for the
purpose of delivery of program services, evaluation, early intervention—intervention, and epidemiological
investigation.

4.2 Any parent, eustedian-custodian, or guardian of any infant having any birth defect may refuse disclosure to
the surveillance system-and-system, registry of the infant's rame-and-identifiyingname, and patient-identifying
information on the grounds that such birth defect identification is contrary to the religious tenets and practices
of the infant’s parent, eustedian-custodian, or guardian.

4.3 No individual or organization providing birth defect/patient-identifying information pursuant to these
regulations-this regulation shall be held liable for divulging sueh-the information to the Division.

5.0 Penalties
Any person or organization required to report the diagnosis or treatment of a birth defect pursuant to these
regulations_this regulation, and who violates these-regulations_this regulation, shall be subject to a fine of up



to $100 for each violation, pursuant to 16 Del.C. Sec—206.-§206. Justices of the Peace Courts have
jurisdiction over such-these violations.

6.0 Severability

In the event any particular clause or section of the-regulations-this regulation should be declared invalid or
unconstitutional by any court of competent jurisdiction, the remaining portions shall remain in full force and

effective.

Table-1:-APPENDIX-A-October-2002
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APPENDIX A

Birth Defect Surveillance and Regqistry
https://regulations.delaware.gov/register/February2026/8E5A18FC-4863-49F5-BEEB-1A4443D8B794

APPENDIX B
Birth Defects Registry Reporting Form
https://requlations.delaware.gov/reqgister/February2026/4851FA50-87C4-46BE-B2A9-7DBA57391913
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