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NORTH CAROLINA 
 

Birth Defects Surveillance System 

 
State Statute/Rule Language Specific to Surveillance System Data Sharing Research Authority Consent 

Required 
Dissent 

Allowed? 

NC STATUTE: 
NCGS 
Chapter 
130A, 
Article 5, 
Part 7 
 
RULE: 
1OA NCAC 
47C.0101 

§130A-131.16.  Birth defects monitoring program 

established; definitions. (a) The Birth Defects Monitoring 
Program is established within the State Center for Health 
and Environmental Statistics. The Birth Defects 
Monitoring Program shall compile, tabulate, and publish 
information related to the incidence and prevention of birth 
defects. (b) As used in this Part, unless the context clearly 
requires otherwise, the term: (1)  "Birth defect" means any 
physical, functional, or chemical abnormality present at 

birth that is of possible genetic or prenatal origin… 
[emphasis added] 
 
10A NCAC 47C .0101 GENERAL (a) This Section 
implements G.S. 130A, Article 5, Part 7 entitled Birth 
Defects.  The legislation establishes a Birth Defects 
Monitoring Program within the State Center for Health 
Statistics.  The purpose of the monitoring program is to 
compile, tabulate and publish information related to the 
incidence and prevention of birth defects. 
 
10A NCAC 47C .0104 SURVEILLANCE OF BIRTH 

DEFECTS; CENTRAL REGISTRY (a) The monitoring 
program shall operate statewide. (b) In order for 
information on a child to be included in the monitoring 
program's central registry, the following conditions must 
be met: (1) The state of birth or the mother's state of 
residence at the time of birth must have been in North 
Carolina; and (2) The child must have a birth defect or 
other specified perinatal condition that can adversely affect 
his or her health and development. 
(c) The central registry shall include birth defects occurring 
in a fetal death, miscarriage, or pregnancy termination. 
 

 

 

 

 

§130A-131.16. …(c) Physicians 

and persons in charge of licensed 
medical facilities shall, upon 
request, permit staff of the 
Program to examine, review, and 
obtain a copy of any medical 
record in their possession or under 
their control that pertains to a 
diagnosed or suspected birth 
defect, including the records of 
the mother. (d) A physician or 
person in charge of a licensed 
medical facility who permits 
examination, review, or copying 
of medical records pursuant to 
this section shall be immune from 
civil or criminal liability that 
might otherwise be incurred or 
imposed for providing access to 
these medical records based upon 
invasion of privacy or breach of 

physician�patient confidentiality. 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

§ 130A-131.17.  Confidentiality of 

information; research. (a)…The 
Director of the State Center for Health 
and Environmental Statistics may also 
authorize access to this information to 
persons engaged in demographic, 
epidemiological, or other similar 
scientific studies related to health.  The 
Commission shall adopt rules that 
establish strict criteria for the use of 
monitoring Program information for 
scientific research.  All persons given 
authorized access to Program 
information shall agree, in writing, to 
maintain confidentiality. 
 
(b) All scientific research proposed to 
be conducted by persons other than 
authorized Program staff using the 
information from the Program, shall 
first be reviewed and approved by the 
Director of the State Center for Health 
and Environmental Statistics and an 
appropriate committee for the protection 
of human subjects which is approved by 
the United States Department of Health 
and Human Services pursuant to Part 46 
of Title 45 of the Code of Federal 
Regulations.  Satisfaction of the terms 
of the Commission's rules for data 
access shall entitle the researcher to 
obtain information from the Program 
and, if part of the research protocol, to 
contact case subjects. … 
 
 
 

NO NO 
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(d) The coding scheme used by the monitoring program to 
classify birth defects shall be based on a medically 
recognized system, such as ICD-9-CM or the CDC/BPA 
system used by the Centers for Disease Control and 
Prevention in the Metropolitan Atlanta Congenital Defects 
Program, as described in the report titled "Metropolitan 
Atlanta Congenital Defects Program Procedure Manual," 
dated June, 1993. 

10A NCAC 47C .0104        

…(h)  Physicians and other 
persons involved in the diagnosis, 
care, and treatment of birth 
defects may report information on 
a diagnosed birth defect to the 
monitoring program.  Physicians 
and other persons who submit a 
case report or other information to 
the monitoring program shall be 
immune from civil or criminal 
liability that might otherwise be 
incurred or imposed for releasing 
this information based upon 
invasion of privacy or breach of 
physician-patient confidentiality. 

(e) Nothing in this section prohibits the 
Program from publishing statistical 
compilations relating to birth defects 
that do not in any way identify 
individual patients. 
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Cancer Surveillance System 

 
State Statute/Rule Language Specific to 

Surveillance System 

Data Sharing Research Authority Consent 

Required? 

NC STATUTE: 
NCGS, 
Chapter 
130A, 
Article 7, 
Part 1 
 
RULE: 
10A NCAC 
39A.1150 – 
47B.0109 

§ 130A-208. Central cancer 

registry. A central cancer 
registry is established within the 
Department. The central cancer 
registry shall compile, tabulate 
and preserve statistical, clinical 
and other reports and records 
relating to the incidence, 
treatment and cure of cancer 
received pursuant to this Part. 
The central cancer registry shall 
provide assistance and 
consultation for public health 
work. 
 
10A NCAC 47B.0102 

DEFINITIONS… 
(5) “Follow-up information” is 
information on the post-
treatment status of a cancer 
patient whose abstract was 
submitted to the registry 
previously…(14) “Registry” is 
the central cancer registry. The 
registry is administratively 
assigned to the State Center for 
Health Statistics, Department of 
Health and Human Services. 

§ 130A-209.  Incidence reporting of cancer; charge for collection if failure to report. 

(a) All health care facilities and health care providers that detect, diagnose, or treat cancer 
or benign brain or central nervous system tumors shall report to the central cancer registry 
each diagnosis of cancer or benign brain or central nervous system tumors in any person 
who is screened, diagnosed, or treated by the facility or provider. The reports shall be made 
within six months of diagnosis. Diagnostic, demographic and other information as 
prescribed by the rules of the Commission shall be included in the report. 
 
§ 130A-211.  Immunity of persons who report cancer. A person who makes a report 

pursuant to G.S. 130A-209 or 130A-210 to the central cancer registry shall be immune 

from any civil or criminal liability that might otherwise be incurred or imposed. 
 
10A NCAC 47B .0103 CONFIDENTIALITY 

 …(h)  The director of the State Center for Health Statistics shall make known to all 

individuals with access to patient information submitted to the registry the privileged and 
confidential nature of such information. [emphasis added] 
 
10A NCAC 47B.0105. COOPERATION OF THE CENTRAL CANCER REGISTRY 

WITH HEALTH FACILITIES: (a) Any health care facility that is staffed and equipped 

for the diagnosis, treatment or follow�up care of cancer patients may participate with the 
registry in the exchange of information regarding the referral, treatment, maintenance or 
cure of cancer. 
(b) The registry shall cooperate and consult with participating health care facilities and 
providers to the end that cancer registries in such facilities may provide the most accurate 
data available and may otherwise operate in the best interest of the cancer patients being 
treated therein.  The registry will provide:…(6) Other information for the purpose of 
follow-up of a patient.  This information is limited to the name of another facility or 
physician providing services to the patient, the date of last contact with the patient, and the 
vital status.  
 
10A NCAC 47B.0109 FAILURE TO REPORT…(b) If a facility or provider is out of 
compliance for two consecutive quarters and is not demonstrating progress toward 
becoming compliant, then the State Health Director shall direct the registry to collect the 
data and shall direct the facility or provider to reimburse the registry for all actual costs 
expended in order to obtain the data up to one hundred dollars ($100.00) per case 
abstracted.  The amount of the reimbursement shall include both travel expenses and the 
full cost of personnel time… 
 
 

§ 130A-214.  Duties of 

Department. The 
Department shall study 
the entire problem of 
cancer including its 
causes, including 
environmental factors; 
prevention; detection; 
diagnosis and 
treatment. The 
Department shall 
provide or assure the 
availability of cancer 
educational resources to 
health professionals, 
interested private or 
public organizations 
and the public. 
 
 

NO 
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Newborn Genetic Testing & Surveillance System 

 
State Statute/Rule Language Specific to 

Database 

Exemption Research Authority Consent 

Required? 

Dissent 

Allowed? 

NC STATUTE: 
NCGS 
Chapter 
130A, Article 
5 Part 1, and 
Article 15 
(Center for 
Health 
Statistics) 
 
10A NCAC 
42H.0314 

§ 130A-125.  

Screening of 

newborns for 

metabolic and other 

hereditary and 

congenital disorders. 

(a) The Department 
shall establish and 
administer a Newborn 
Screening Program. 
The program shall 
include, but shall not 
be limited to: (1) 
Development and 
distribution of 
educational materials 
regarding the 
availability and 
benefits of newborn 
screening. 
(2) Provision of 
laboratory testing. 
(3) Development of 

follow�up protocols 

to assure early 
treatment for 
identified children, 
and the provision of 
genetic counseling 
and support services 
for the families of 
identified children. 
 

 

 

 

 

 

 

§130A-125 …(b) The 
Commission shall adopt 
rules necessary to 
implement the Newborn 
Screening Program. The 
rules shall include, but 
shall not be limited to, the 
conditions for which 
screening shall be required, 
provided that screening 
shall not be required when 
the parents or the guardian 
of the infant object to such 
screening. If the parents or 
guardian object to the 
screening, the objection 
shall be presented in 
writing to the physician or 
other person responsible 
for administering the test, 
who shall place the written 
objection in the infant's 
medical record. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

From North Carolina Birth Defects Monitoring Program Surveillance Report, July 
2000:  
 

“A birth defect, as defined by the March of Dimes, is an abnormality of structure, 
function, or body metabolism that is present at birth and results in physical or 
mental disability…This report is designed to provide information concerning 
birth defects in North Carolina, particularly neural tube defects, orofacial clefts, 
cardiovascular defects,and chromosomal disorders. [emphasis added] 

 

“The North Carolina Birth Defects Monitoring Program (NCBDMP) operates 
under the statutory authority (G.S. 130A-131.17) of the State Center for Health 
Statistics. North Carolina Department of Health and Human Services.” 

 
From the North Carolina State Center for Health Statistics website: Special Projects 
within the Birth Defects Monitoring Program:  

“The North Carolina Birth Defects Monitoring Program is involved in university-
based collaborative research projects. These include: 
1. North Carolina Center for Birth Defects Research and Prevention 
(NCCBDRP). The NCCBDRP is a joint effort between the University of North 
Carolina, School of Public Health at Chapel Hill and the N.C. Birth Defects 
Monitoring Program. The Center’s mission is to conduct epidemiologic research 
into the causes of birth defects, and to promote the use of research findings to 
enhance public health education and prevention efforts. The North Carolina 
Center is one of eight such centers in the U.S. that are currently funded by the 
Centers for Disease Control. All of the centers participate in the National Birth 
Defects Prevention Study, an ongoing case-control study aimed at understanding 
the causes of birth defects and possible methods for prevention. …”  

 
Chapter 130A, Article 15 – State Center for Health Statistics. 

§ 130A-371.  State Center for Health Statistics established. A State Center for 

Health Statistics is established within the Department. (1983, c. 891, s. 2.) 
 

§ 130A-373. Authority and duties. (a) The State Center for Health Statistics is 
authorized to: (1) Collect, maintain and analyze health data on:…and 
(2) Undertake and support research, demonstrations and evaluations respecting new 
or improved methods for obtaining data. 
(b) The State Center for Health Statistics may collect health data on behalf of other 
governmental or nonprofit organizations. 
 

NO YES 
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(4) Provision of 
necessary dietary 
treatment products or 
medications for 
identified children as 
medically indicated 
and when not 
otherwise available. 
(5) For each newborn, 
provision of 
physiological 
screening in each ear 
for the presence of 
permanent hearing 
loss…. 
 

10A NCAC 43H.0314 

SUBMISSION OF 

BLOOD SPECIMENSS 

FOR SCREENING OF 

NEWBORNS. (a) The 
attending physician shall 
draw a blood specimen for 
each infant born in North 
Carolina and shall submit 
such specimens to the 
North Carolina State 
Laboratory for Public 
Health for testing for the 
following metabolic and 
other hereditary and 
congenital disorders: 
(1) phenylketonuria 
(PKU); (2) galactosemia; 
(3) congenital primary 
hypothyroidism; 
(4) congenital adrenal 
hyperplasia (21-
hydroxylase deficiency); 
and (5) sickle cell disease. 
 
10A NCAC 43H.0314 

SUBMISSION OF 

BLOOD SPEIMENS 

FOR SCREENING OF 

NEWBORNS …(b)  

Notwithstanding Paragraph 
(a) of this Rule, parents or 
guardians may object to 
screening in accordance 

with G.S. 130A�125(b). 
 

(c) The State Center for Health Statistics shall collect data only on a voluntary basis 

except when there is specific legal authority to compel mandatory reporting of the 
health data. In collecting health data on a voluntary basis, the State Center for Health 
Statistics shall give the person a statement in writing: (1) That the data is being 
collected on a voluntary basis and that the person is not required to respond; and 
(2) The purposes for which the health data is being collected. [emphasis added] 

(d) Subject to the provisions of G.S. 130A�374, the State Center for Health Statistics 
may share health data with other persons, agencies and organizations. 
(e) The State Center for Health Statistics shall: (1) Take necessary action to assure 
that statistics developed under this Article are of high quality, timely and 
comprehensive, as well as specific and adequately analyzed and indexed; and 
(2) Publish, make available and disseminate statistics on as wide a basis as practical. 
(f) The State Center for Health Statistics shall coordinate health data activities within 
the State in order to eliminate unnecessary duplication of data collection and to 
maximize the usefulness of data collected by: (1) Participating with State and local 
agencies in the design and implementation of a cooperative system for producing 
comparable and uniform health information and statistics at the State and local levels; 
and 
(2) Undertaking and supporting research, development, demonstration and evaluation 
respecting the cooperative system. 
 
130A-374. Security of health data. (a) Medical records of individual patients shall 
be confidential and shall not be public records open to inspection. The State Center 

for Health Statistics may disclose medical records of individual patients which 

identify the individual described in the record only if: (1) The individual described 
in the medical record has authorized the disclosure; or 

(2) The disclosure is for bona fide research purposes. The Commission shall adopt 
rules providing for the use of the medical records for research purposes.  [emphasis 
added] 
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Vaccination Surveillance System 

 
State Statute/Rule Language Specific to Registry Exemption Data Sharing Consent 

Required? 

Dissent 

Allowed? 

NC NCGS 
Chapter 
130A, 
Article 6, 
Part 2 
 
10A NCAC 
41A.0502 

§ 130A-153.  Obtaining 

immunization; reporting by local 

health departments; access to 

immunization information in patient 

records; immunization of minors. 

(a) The required immunization may be 
obtained from a physician licensed to 
practice medicine or from a local health 
department. Local health departments 
shall administer required and 

State�supplied immunizations at no 
cost to uninsured or underinsured 
patients with family incomes below 
two hundred percent (200%) of the 
federal poverty level. A local health 
department may redistribute these 
vaccines only in accordance with the 
rules of the Commission. 
(b) Local health departments shall file 
monthly immunization reports with the 
Department. The report shall be filed 
on forms prepared by the Department 
and shall state, at a minimum, each 
patient's age and the number of doses 
of each type of vaccine administered. 
(c) Immunization certificates and 
information concerning immunizations 
contained in medical or other records 
shall, upon request, be shared with the 
Department, local health departments, 
and the patient's attending physician. 

NONE FOUND § 130A-153.  (c)…In addition, an insurance 

institution, agent, or insurance support 
organization, as those terms are defined in G.S. 

58-39-15, may share immunization information 
with the Department. The Commission may, for the 
purpose of assisting the Department in enforcing 
this Part, provide by rule that other persons may 
have access to immunization information, in whole 
or in part. 
 
10A NCAC 41A.0502 VACCINE FOR 

PROVIDERS OTHER THAN LOCAL 

HEALTH DEPARTMENTS. (a) The Division of 
Public Health shall provide vaccines required by 
law free of charge to the following providers for 
administration to individuals who need vaccines to 

meet the requirement of G.S. 130A-152, 130-

155.1 and 10A NCAC 41A .0401: 
(1) Community, migrant, and rural health centers; 
(2) Colleges and universities for students; and 
(3) Physicians and other health care providers. 
…(c)  Providers authorized in Paragraph (a) of this 
Rule shall be eligible to receive free vaccines from 
the Division only if they sign an agreement with 
the Division.  This agreement will be prepared by 
the Division of Public Health and will require the 
provider to: …(6)  submit a monthly doses 
administered report by the tenth of each month 
electronically through the North Carolina 
Immunization Registry or on a form provided by 
the Immunization Section. 

NO NO 

 
 
 
 
 


