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Document No. 2803

DEPARTMENT OF HEALTH AND ENVIRONMENTAL CONTROL

CHAPTER 61

Statutory Authority:  S.C. Code Section 44-37-30 and Act 225 (May 1, 2002)

R.61-80.  Neonatal Screening for Inborn Metabolic Errors and Hemoglobinopathies

Synopsis:  

The Department of Health and Environmental Control has substantially amended R.61-80, Neonatal Screening for Inborn Metabolic Errors and Hemoglobinopathies.  The amendment incorporates legislative mandates regarding storage and use of blood specimens collected on filter paper for the purposes of neonatal screening for inborn metabolic errors and hemoglobinopathies and incorporates legislative mandates regarding the confidentiality of information obtained as a result of neonatal screening for inborn metabolic errors and hemoglobinopathies.  It also updates language, which includes corrections to improve clarity and readability, as well as to strengthen, improve and codify standards and terminology for consistency with national and medical standards.  The amendment also incorporates legislative mandates regarding forms and documentation.

Discussion of Revisions:

Regulation 61-80 is being revised substantially.

A table of contents is added.

Section A explains the purpose, scope and authority for this regulation.  Section B, Authority, will be deleted and selected text from section B will be merged into this new section A.  

Section B provides definitions.  References to specific inborn errors of metabolism and hemoglobinopathies are deleted because other disorders may be detected in the routine course of newborn screening.  More identifying information is added to the current requirements.  These additions will provide DHEC with the demographic information needed to perform the screening tests in the most precise manner and to correctly identify a child who needs additional testing.  The words “infant” or  “infants” are changed to “child” or “children” in this section and throughout the remainder of the regulation.  This change will make the language in the regulation consistent with the statute.  Definitions for Community Based Programs and Genetic Centers are deleted because there is no reference to either of these groups in the remainder of the regulation.  Other language is also updated and clarified in this section.

Section C provides for all screening tests for inborn metabolic errors and hemoglobinopathies.  Minor word changes are made for consistency and clarity.  References are updated to be consistent with national laboratory standards.  The statement regarding the availability of laboratory analysis for confirmation and repeat specimen testing at no charge to patients suspected or diagnosed with one of the conditions identified through newborn screening is clarified to indicate that this only applies if the analysis is completed at the Laboratory. 

Section D addresses collection of specimen.  A requirement is added that the brochure produced by DHEC explaining newborn screening and blood specimen storage options be given to the parent or guardian of the child. The word “must” is changed to “shall” in this section and throughout the remainder of the regulation.  Other minor word changes are made for consistency and clarity.

Section E addresses assurance of diagnosis and follow-up.  Requirements on maintenance of confidentiality of information as a result of the screening process are added to provide consistency with the statute.  The responsibility of the attending physician in notifying the Bureau of Maternal and Child Health when children are diagnosed with one of the conditions identified through screening is clarified to include only those children who are born in South Carolina.  Minor word changes are made for consistency and clarity.

Section F is a new section added to the regulation and addresses storage of specimen.  It requires persons who collect specimens for screening to inform parents or guardians of the child of the blood specimen storage options and to ensure that the parents’ or guardians’ choice is documented on the appropriate form as indicated.  It requires DHEC to maintain the specimens based upon the parents’ or guardians’ documented choice if the parents or guardians do not agree to have their child’s blood specimen stored and potentially released for scientific study.

Section G is a new section added to the regulation and addresses use of stored specimens.  It allows DHEC to release specimens for confidential, anonymous scientific study unless prohibited based upon the wording in the statute.  It requires DHEC to use the Institutional Review Board process to ensure that any proposed studies using the specimens meet established research standards.  It also allows DHEC to confidentially notify affected parties if beneficial information is discovered as a part of any such research.

Section H, Forms, is added.  The forms, as specified in statute, are added as Appendices A, B and C.

Section I, Enforcement Provision, provides for penalties and constitutionality.
Instructions:  Replace R.61-80, Neonatal Screening For Inborn Metabolic Errors and Hemoglobinopathies, in its entirety by this amendment.

Text:

R.61-80.  Neonatal Screening For Inborn Metabolic Errors and Hemoglobinopathies



Contents:

Section A.
Purpose and Scope

Section B.
Definitions

Section C.
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Section D.
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Section E.
Assurance of Diagnosis and Follow-Up

Section F.
Storage of Specimen

Section G.
Use of Stored Specimen

Section H.
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Appendix A.
Religious Objection Form: DHEC 1804, Newborn Screening Program, Parental Statement of Religious Objection

Appendix B.
Information Release Form: DHEC 1878, Consent to Release Information Relative to Newborn Screening for Inborn Metabolic Errors and Hemoglobinopathies

Appendix C.
Blood Sample Storage Options Form:  DHEC 1812, Blood Sample Storage Options, Screening of Inborn Metabolic Errors and Hemoglobinopathies

Section A- Purpose and Scope

This regulation establishes rules implementing provisions of Section 44-37-30 of the South Carolina Code of Laws, 1976, as amended, regarding testing of newborn children for inborn metabolic errors and hemoglobinopathies. The Department of Health and Environmental Control has been given the legislative mandate to promulgate rules and regulations for screening for inborn metabolic errors and hemoglobinopathies and to ensure compliance with the screening of every child born in South Carolina.  The responsibilities of the various agencies, institutions and persons involved in the screening process are defined.  Procedures for storage and use of blood specimens and maintenance of confidentiality are included.  

Section B-Definitions 

1. Inborn Metabolic Errors--shall mean inborn errors of metabolism.  

2. Hemoglobinopathy--shall mean a hematologic disorder or carrier state caused by alteration in the genetically determined molecular structure of hemoglobin which may result in overt anemia as well as clinical and other laboratory abnormalities.  

3. Identifying Information--shall mean child’s legal name, sex, race, birth date, time of birth, place of birth, birth weight, current weight, feeding type; parent's or legal guardian’s complete name, complete address and telephone number; mother’s Social Security Number. 

4. Attending Physician--shall mean the physician who has entered into an agreement to provide care during and/or after delivery for the mother and/or her child. The physician listed on the laboratory form will be assumed to be the attending physician until notification to the contrary is received in accordance with Official Departmental Instructions. 

5. Department—shall mean the South Carolina Department of Health and Environmental Control.

6. Laboratory--shall mean the South Carolina Department of Health and Environmental Control Bureau of Laboratories. 

7. Bureau of Maternal and Child Health--shall mean an organizational unit of the South Carolina Department of Health and Environmental Control. 

8. Official Departmental Instructions--shall mean detailed instructions approved by the Commissioner of the South Carolina Department of Health and Environmental Control or his designee under which the public and private health care providers, including hospitals, laboratories, clinics, physicians and their staffs screen all children born in South Carolina for designated Inborn Metabolic Errors and Hemoglobinopathies. 

Section C-Testing 

1. The Laboratory shall perform all screening tests for inborn metabolic errors and hemoglobinopathies using procedures compliant with the Clinical Laboratories Improvement Act of 1988, as amended, and approved by the Food and Drug Administration. If any result is abnormal, the appropriate test shall be repeated and confirmatory tests performed in accordance with Official Departmental Instructions. 

2. The Laboratory, in conjunction with the Bureau of Maternal and Child Health, shall adopt standards for the quality assurance and interpretation of approved tests and for the collection of specimens. 

3. Confirmation and repeat specimen testing are available from the Laboratory at no charge to patients suspected or diagnosed as having one of the diseases if the analysis is completed at the Laboratory. 

4. Test results and identifying information are to be reported and recorded in accordance with Official Departmental Instructions. 

Section D-Collection of Specimen 

1. A specimen shall be collected from every child born in South Carolina for the purpose of screening for inborn metabolic errors and hemoglobinopathies.

2. Births in a Hospital 

a. The attending physician is responsible for the collection of the specimen from every child born in the hospital in accordance with Official Departmental Instructions and is responsible for submission of the specimen to the Laboratory on the day of collection.  

b. Under the direction of the attending physician, the specimen shall be collected under the most favorable conditions following the procedures specified in the Official Departmental Instructions. The brochure produced by the Department that explains newborn screening for inborn metabolic errors and hemoglobinopathies and blood specimen storage options shall be given to the parent or legal guardian of the child. 

c. A specimen shall be collected from every child born in the hospital prior to release from the hospital (except when the parents object due to religious convictions) in accordance with the procedure specified in the Official Departmental Instructions.  If the parent objects to the screening on the basis of religious convictions, the parent shall complete the procedure specified in the Official Departmental Instructions. 

d. If for some reason the specimen is not collected at the hospital, the hospital shall then be responsible for notifying the Bureau of Maternal and Child Health as specified in the Official Departmental Instructions. 

e. The Hospital shall review the patient record for each child born in the hospital no later than ten (10) days after delivery to ensure that a specimen was collected and submitted to the Laboratory. 

3. Births Outside a Hospital 

a. The attending physician is responsible for the collection of the specimen from every child in accordance with the Official Departmental Instructions and for submission of the specimen to the Laboratory on the day of collection. 

b. Under the direction of the attending physician, the specimen shall be collected under the most favorable conditions following the procedure specified in the Official Departmental Instructions. The brochure produced by the Department that explains newborn screening for inborn metabolic errors and hemoglobinopathies and blood specimen storage options shall be given to the parent or legal guardian of the child. 

c. If the parents object to the screening on the basis of religious convictions, the parents shall complete the procedure specified in the Official Departmental Instructions. 

d. If for some reason the specimen is not collected within three (3) days of delivery by the attending physician, this physician shall notify the Bureau of Maternal and Child Health as specified in the Official Departmental Instructions. 

e. If there is not an attending physician, then the person in attendance is responsible for the collection of the specimen.  If there is no other person in attendance, then the parents or legal guardian shall notify the Health Department in the county in which the child resides within three (3) days of delivery so that a specimen may be collected. 

Section E-Assurance of Diagnosis and Follow-up 

1. Information obtained as a result of the tests conducted for screening for inborn metabolic errors and hemoglobinopathies is confidential and may be released only to the infant’s physician or other staff acting under the direction of the physician, the child’s parent or legal guardian, and the child when he/she is eighteen years of age or older.

2. Normal and abnormal test results will be forwarded by the Laboratory and/or Bureau of Maternal and Child Health to the attending physician who shall be responsible for informing the parents or legal guardian of test results. 

3. If the child is not under the care of the attending physician, as specified in the Official Departmental Instructions, the person in attendance shall notify the Bureau of Maternal and Child Health. The Department will then notify the parents or legal guardian of the test results. 

4. Upon notification that a specimen was insufficient or that it is necessary for a test to be repeated, the attending physician shall collect and submit a second specimen to the Laboratory in accordance with Official Departmental Instructions. 

5. The attending physician shall initiate appropriate medical follow-up and diagnosis when abnormal test results occur. If that is not possible, the Bureau of Maternal and Child Health shall be notified as specified in the Official Departmental Instructions. 

6. The attending physician shall notify the Bureau of Maternal and Child Health of all children born in South Carolina who are diagnosed as having inborn metabolic errors or hemoglobinopathies. 

7. Appropriate genetic counseling should be offered to all families of children with abnormal test results as outlined in the Official Departmental Instructions. 

Section F-Storage of Specimen

1. Hospital staff or other persons who collect blood specimens for the purpose of screening for inborn metabolic errors and hemoglobinopathies shall inform each child’s parent or legal guardian of the blood specimen storage options.   

2. Hospital staff or other persons who collect these blood specimens shall give the brochure produced by the Department that explains newborn screening for inborn metabolic errors and hemoglobinopathies to the parent or legal guardian as a means of informing them of the benefits of screening and blood specimen storage.  Hospital staff or other persons who collect these blood specimens shall indicate that the brochure was given to the parent or legal guardian by documenting in the appropriate space on the Blood Sample Storage Options Form.

3. The Laboratory shall store all specimens at minus 20° Centigrade and may release specimens for purposes of confidential, anonymous scientific study unless prohibited by the parents, legal guardians, or children from whom the specimens were obtained when the children are eighteen years of age or older.  

4. Hospital staff or other persons who collect these specimens shall ensure that the parent’s or legal guardian’s storage choice is documented on the Blood Sample Storage Options form if the parent or legal guardian does not agree to have their child’s blood specimen stored and potentially released for confidential, anonymous scientific study.  In these instances, the Laboratory shall maintain all such specimens based upon the storage option chosen by the parent or legal guardian as documented on the Blood Sample Storage Options form.

Section G-Use of Stored Specimen

1. Stored blood specimens may be released for the purposes of confidential, anonymous scientific study unless prohibited by the parent, legal guardian, or child from whom the specimen was obtained when he/she is eighteen years of age or older.

2. The Department’s Institutional Review Board shall approve all scientific studies that use stored blood specimens before the specimens are released.  

3. Blood specimens released for scientific study shall not contain information that may be used to determine the identity of the children from whom they were obtained by the person(s) to whom the specimens are released.  The Department shall code the specimens before releasing them so that the Department can identify the children from whom the blood specimens were obtained if necessary.

4. If any such scientific study identifies genetic or other information that may benefit the children from whom the specimens were obtained, the Department may confidentially provide this information to the parents, legal guardians or children from whom the specimens were obtained when the children are eighteen years of age or older.

Section H-Forms

1. Religious Objection Form:  The Religious Objection Form, Appendix A of this regulation, shall be completed if the parents refuse newborn screening for inborn metabolic errors and hemoglobinopathies for their child based upon religious convictions.  

2. Information Release Form:  The Information Release Form, Appendix B of this regulation, may be completed as needed for release of information regarding newborn screening for inborn metabolic errors and hemoglobinopathies to persons other than those specified elsewhere in this regulation.  

3. Blood Sample Storage Options Form:  The Blood Sample Storage Options Form, Appendix C of this regulation, shall be completed if the parents or legal guardians do not agree to have their child’s specimen stored and potentially released for confidential, anonymous scientific study.  

Section I-Enforcement Provision 

1. Constitutionality 

If any part or provision of these regulations is legally declared unconstitutional or if the application thereof to any persons or circumstances is held invalid, the validity and constitutionality of the remainder of these regulations shall not be affected thereby. 

2. Penalties 

Violation of these regulations shall be punishable in accordance with Section 44-37-30 of the Code of Laws of South Carolina, 1976, as amended.

APPENDIX A:  Religious Objection Form:  DHEC 1804, Newborn Screening Program, Parental Statement of Religious Objection

I am the parent or legal guardian of  _______________________________________, a child born ________________________ in South Carolina. I request that my child not be tested by blood spot screening in order to detect silent, deadly metabolic diseases and hemoglobinopathies.  I certify that this refusal is based on religious grounds.  Religious grounds are the only permitted reason for refusal under South Carolina law, Section 44-37-30 (C).  

I understand that my child may suffer brain damage, other bodily harm or death if a disease that can be detected by blood spot screening is not diagnosed.  I understand that such harm can be lessened or prevented by early diagnosis and treatment.  I understand that these diseases are usually silent, and may be present in a child that looks healthy.  I understand that the blood spot screening test is the best way to detect these disorders early, and that testing is routinely done for every child.  I understand that this testing is quick, easy and that the results are confidential.  I understand that this testing has been the standard of care for all children born in South Carolina and the rest of the United States for many years.

I have been fully informed of, and fully understand, the possible devastating consequences to my child’s health if blood spot screening is not done. I have been fully informed of, and fully understand the benefits of testing and blood specimen storage.  I have been given the brochure produced by the South Carolina Department of Health and Environmental Control that describes the conditions for which testing is currently available and explains the benefits of testing and blood specimen storage.  I also understand that my child would have been tested for these conditions except for my objection.  I have been given the opportunity to ask questions concerning this testing and these conditions, and all of my questions have been fully answered to my satisfaction.

I release and hold harmless the South Carolina Department of Health and Environmental Control, the hospital or other facility at which the birth occurred, the person(s) responsible for the collection of the blood spots, and any other person or entity relying on this objection, for any injury, illness and/or consequences, including the death of my child, which may result to my child as the result of my refusal of blood spot screening.  

Parent: ______________________________________________ Date: ________________________

Witness: ____________________________________________

NOTE TO PROVIDERS:  This form is only necessary if the parent or legal guardian refuses testing for inborn metabolic errors and hemoglobinopathies.

APPENDIX B:  Information Release Form:  DHEC 1878, Authorization to Release Information Relative to Newborn Screening for Inborn Metabolic Errors and Hemoglobinopathies

Please check all boxes that apply.

· A. I agree that information about ________________________, born _____________, obtained as a result of tests conducted for screening for inborn metabolic errors and hemoglobinopathies may be released or exchanged with the following providers:

_____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________

· B. In cases where this information is immediately needed for continuity of health care, I authorize the South Carolina Department of Health and Environmental Control to provide this information to the providers listed above by fax.

· C. I authorize my signed form to be faxed to the providers listed above. 

I understand that my confidentiality cannot be guaranteed when sending this information by fax.  I understand that the copy of my signature below may be treated as an original signature.

I am the client, parent or legal guardian. I understand that I am responsible for this information if it is released to me and that my records are protected generally under state laws as well as statutes governing specific types of information and cannot be disclosed without my authorization.  I also understand that I may revoke this authorization at any time except to the extent that action has been taken on it.

Signature:__________________________________________ Date:_________________________

Witness:___________________________________________ Date:_________________________

Revoked:___________________________________________ Date:_________________________

Some babies are born with diseases of the blood or body function. A baby with one of these diseases looks healthy. However, these diseases can cause mental retardation, abnormal growth, infections, or death.  Some of these diseases can be found by early testing.  This testing, called newborn screening, is important so that your baby is not harmed by one of these diseases. During newborn screening, a small sample of your baby’s blood is taken from the heel. The blood is tested. The blood shows if your baby has any of the “newborn screening” diseases. If your baby has one of these diseases, your doctor can treat your baby.

DHEC can store your baby’s blood sample for special study. Studies help DHEC find out new information about diseases. If a study finds something in your child’s blood sample that can help your child, DHEC can confidentially notify you (or your child if he/she is 18 years or older).
APPENDIX C:  Blood Sample Storage Options Form:  DHEC 1812, Blood Sample Storage Options, Screening for Inborn Metabolic Errors and Hemoglobinopathies

Child’s complete legal name: _________________________________________________________

Child’s date of birth: ________________________________________________________________

Parent or legal guardian’s complete name: _________________________________________________________________________________

Parent or legal guardian’s complete address: _________________________________________________________________________________

South Carolina law requires the Department of Health and Environmental Control to store your child’s blood sample in a manner required by law.  The blood sample is collected on a special piece of filter paper.  This is called “newborn screening.”  The blood is tested to see if your child has one of the “newborn screening” diseases that can cause mental retardation, abnormal growth or even death.  After the tests are done, the filter paper is stored in a freezer at the state laboratory.  This storage is highly protected, and each sample is held under strict confidentiality.  A child’s blood sample can only be released for approved research, without any identifying information, to learn new information about diseases.  The law allows you to choose one of the options below, if you do not want your child’s blood sample handled this way.  However, you are not required to check one of the boxes below.

· I want my child’s blood sample stored by the South Carolina Department of Health and Environmental Control, but I do not want my child’s blood sample to be used for research.

· I want my child’s blood sample destroyed by the South Carolina Department of Health and Environmental Control two years after the date of testing.

· I want my child’s blood sample to be returned to me two years after the date of testing.  I understand that it is my responsibility to notify the South Carolina Department of Health and Environmental Control, 2600 Bull Street, Columbia, SC, 29201, of address or name changes.

I have been given the brochure produced by the South Carolina Department of Health and Environmental Control that describes the conditions for which testing is currently available and explains the benefits of testing and blood sample storage.  

Parent: ______________________________________________ Date: ________________________

I have given the brochure produced by the South Carolina Department of Health and Environmental Control to the parent/legal guardian of the child named above.

Name: ______________________________________________
Date: _________________________

DHEC can store your baby’s blood sample for special study. Studies help DHEC find out new information about diseases. If a study finds something in your child’s blood sample that can help your child, DHEC can confidentially notify you (or your child if he/she is 18 years or older).

IF THIS FORM IS NOT SIGNED BY A PARENT/LEGAL GUARDIAN AND/OR NONE OF THE ABOVE BOXES ARE CHECKED, THE BLOOD SAMPLE WILL BE STORED AS REQUIRED BY SC CODE ANN. SECTION 44-37-30 AT –20 DEGREES CENTIGRADE AND MAY BE RELEASED ONLY FOR CONFIDENTIAL, ANONYMOUS SCIENTIFIC STUDY.

NOTE TO PROVIDERS:  The parent or legal guardian is not required to sign this form.  However, the person who gives the brochure that explains neonatal testing and blood sample storage to the parent or legal guardian must sign this form.

Fiscal Impact Statement:

New costs to DHEC include approximately $35,000 for educational materials (videos, brochures, staff training manuals); approximately $21,000 in staff time to provide training to health care providers on the new legislative requirements; and $27,000 one-time cost and $43,000 annual cost to maintain the blood specimens based upon parental/guardian choice (one additional freezer with a purchase cost of $24,000 and an annual operations cost of $10,000; one full time equivalent laboratory technician with a personnel cost of approximately $33,000 annually to prepare specimens for storage, maintain a database of parental/guardian storage choice, retrieve specimens based upon parental/guardian choice, prepare and send necessary correspondence; and $3,000 to purchase a dedicated computer system and software to house the database of parental/guardian storage choice.)  

Statement of Need and Reasonableness:

This statement was determined by staff analysis pursuant to S.C. Code Section 1-23-115(C)(1)-(3) and (9)-(11).

DESCRIPTION OF REGULATION:  R.61-80, Neonatal Screening for Inborn Metabolic Errors and Hemoglobinopathies
Purpose:  To incorporate legislative mandates regarding storage and use of blood specimens; incorporate legislative mandates regarding the confidentiality of information; update language to strengthen, improve and codify standards and terminology to be consistent with national and medical standards; and incorporate legislative mandates regarding forms and documentation.

Legal Authority:  S.C. Code Section 44-37-30 and Act 225 (May 1, 2002)

Plan for Implementation:  This amendment will take effect upon publication in the State Register following approval by the South Carolina General Assembly.  

The proposed amendment will be implemented by providing the regulated community, specifically staff at hospitals where infants are born and county health departments, with copies of the regulation.  In addition, on-site training will be offered to ensure that staffs understand their responsibilities in complying with the new requirements.  

DETERMINATION OF NEED AND REASONABLENESS OF THE REGULATION BASED ON ALL FACTORS HEREIN AND EXPECTED BENEFIT:

The revisions to the regulation are needed and reasonable because they will update State public health policies and practices to comply with the mandates of S.C. Code Section 44-37-30 and Act 225 (May 1, 2002).  This Act required DHEC to provide parental options for the storage and use of blood specimen obtained as a result of screening for inborn metabolic errors and hemoglobinopathies and clarified procedures for protection of confidentiality of information.  

DETERMINATION OF COSTS AND BENEFITS:

There will be an undetermined cost to the regulated community in increased staff time needed to explain and document the blood specimen storage and use options to parents and guardians.  DHEC will also incur ongoing costs in increased staff time devoted to training health care providers and in various aspects of maintaining the stored blood specimens.  See the Fiscal Impact Statement above for the projected cost to the state and its political subdivisions.  

UNCERTAINTIES OF ESTIMATES:

It is difficult to estimate the cost to health care providers in the regulated community for the increased staff time to explain and document the blood specimen storage and use options to parents and guardians because facilities use a variety of staff to perform this service.  Staff persons potentially used for this service include registered nurses, licensed practical nurses, and medical technicians, among others.  The costs to DHEC have minimal uncertainty. 

EFFECT ON ENVIRONMENT AND PUBLIC HEALTH:

There will be no effect on the environment.  The amendments will promote public health by providing specificity for the storage and use of blood specimens obtained as a result of newborn screening for inborn metabolic errors and hemoglobinopathies.  

DETRIMENTAL EFFECT ON THE ENVIRONMENT AND PUBLIC HEALTH IF THE REGULATION IS NOT IMPLEMENTED:

There will be no detrimental effect on the environment.  There may be an adverse effect on public health if the regulation is not implemented due to the lack of specific guidance on the storage and use of these blood specimens.  In addition, failure to implement this regulation will affect the ability of DHEC to comply with Act 225 (May 1, 2002) as effectively as possible.

Statement of Rationale:  This statement was written pursuant to S.C. Code Section 1-23-120.

Act 225 (May 1, 2002), which changed S.C. Code Section 44-37-30, directed DHEC to amend R.61-80 so as to include provisions for the storage and use of blood specimens obtained as a result of screening for inborn metabolic errors and hemoglobinopathies.  This Act also clarified procedures for maintenance of confidentiality of information obtained as a result of this testing.  

Although the legislative mandates were clear, staff determined that a more comprehensive review of the regulation was indicated to ensure that the regulation remains current with accepted practice for newborn screening laboratory and follow-up services in the U.S.  Several recently published documents were used   as part of that review.  They include the following:  Serving the Family From Birth to the Medical Home, A Report From the Newborn Screening Task Force, published as a supplement to Pediatrics, August 2000; U.S. Newborn Screening System Guidelines II:  Follow-up of Children, Diagnosis, Management, and Evaluation, published as a supplement to The Journal of Pediatrics, October 2000; Newborn Screening Programs:  An Overview of Costs and Financing, March of Dimes 2002; Clinical Laboratory Improvement Amendments 1988 (CLIA ’88, Health and Human Services); Recommendations and Standardization of Neonatal Screening (Joint Report of the Association of Public Health Laboratories and the Council of Regional Genetic Networks, March 1999); and Newborn Screening Quality Assurance Program (NSQAP), Centers for Disease Control and Prevention (CDC).  

In addition, staff requested copies of laws, regulations, collection forms, religious or other objection forms, consent forms, policies on specimen storage, educational brochures and other materials from newborn screening laboratory and follow-up personnel around the U.S. who are participants in the newborn screening related listserv maintained by the National Newborn Screening and Genetics Resource Center.  Materials were received from several states and were useful in determining how S.C. compares with others in the U.S.  

As a result of the review process, it was determined that several minor word changes were needed in addition to the legislative mandates to clarify procedures and to bring the regulation in line with current national medical and laboratory standards and terminology.

