State of California
Office of Administrative Law

In re: AMENDED NOTICE OF FILING AND

Department of Public Health PRINTING ONLY OF EMERGENCY
: REGULATIONS ,

Regulatory Action:

Title 17, California Code of Regulations Government Code Section 11343.8

Adopt sections:  6500.03, 6500.05, 6500.9,
6500.21, 6500.33, 6500.43, OAL Matter Number: 2016-0323-02EFP
6500.50, 6500.51, 6500.55,
6500.58, 6500.71, 6500.78,
6501.5 OAL Matter Type: Emergency File and Print

Amend sections: 6500.35, 6500.39, 6500.45, Only (EFP)
6501, 6505, 6506, 6506.6,
6506.8, 6506.10

Repeal sections: 6500.65, 6500.67

This emergency rulemaking by the Department of Public Health (the "Department")
adopts, amends, and repeals several sections in title 17 of the California Code of
Regulations. Specifically, these regulatory changes revise Newborn Screening

Program requirements for newborn's physicians, midwives, perinatal health
facilities/hospitals, and other out-of-hospital newborn screening providers. These
regulations also update the scope of testing to accommodate the expanded list of
disorders for which testing is done, as well as update definitions, optimal timing, specific
details regarding specimen collection, and follow-up requirements to accommodate
practice and technology changes in newborn screening.

OAL filed these emergency regulations with the Secretary of State on April 4, 2016, and
will publish the emergency regulations in the California Code of Regulations.

This amended notice (1) adds section 6501.5 to the list of sections adopted in this
rulemaking to accurately reflect the regulations filed with the Secretary of State; (2)
clarifies that the notice is for filing and printing only of emergency regulations; and (3)
states the date the regulations were filed with the Secretary of State."

Date: April 5, 2016

For: Debra M. Cornez
Director



Original: Dr. Karen Smith
Copy:  Charlet Archuleta
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DPH 09-010E
Newborn Screening
October 16, 2015

TEXT OF REGULATIONS

ARTICLE 1. DEFINITIONS
(1) Adopt §6500.03 to read:

§6500.03. California Children’s Services (CCS).

“California Children's Services (CCS)” means a State and County program providing

medically necessary benefits as defined in Title 22, Division 2, Subdivision 7, Chapter 1,

§41452 to persons under 21 years of age with physically handicapping conditions who

meet medical, financial and residential eligibility requirements for the CCS program.

Note: Authority cited: Sections 20, 100275, 123805, 124980, 125000 and 131200,
Health and Safety Code. Reference: Sections 123830, 123835, 123845, 123865,
123870, 124975, 124980, 125000, 131050, 131051 and 131052, Health and Safety
Code.
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DPH 09-010E
Newborn Screening
October 16, 2015

(2) Adopt §6500.05 to read:

§6500.05. Confirmatory Test.

“Confirmatory Test” means a laboratory test done to prove or disprove the presence of a

specific condition identified by the newborn screening test. This test is performed on a

specimen other than the screening specimen.

Note: Authority cited: Sections 124980, 125000 and 131200, Health and Safety Code.
Reference: Sections 124975, 124980, 125000 131050, 131051 and 131052, Health
and Safety Code.
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Newborn Screening
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(3) Adopt §6500.9 to read:
§6500.9. Early Specimen.

“Early Specimen” means a newborn screening specimen collected from a newborn who

is less than 12 hours of age.

Note: Authority cited: Sections 124980, 125000 and 131200, Health and Safety Code.
Reference: Sections 124975, 124980, 125000, 131050, 131051 and 131052, Health
and Safety Code.
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(4) Adopt §6500.21 to read:

§6500.21. Infant.

“Infant” means a child 29 days through 12 months old.

Note: Authority cited: Sections 124980, 125000 and 131200, Health and Safety Code.
Reference: Sections 124116, 124975, 124980, 125000, 131050, 131051 and 131052,
Health and Safety Code.
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Newborn Screening
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(5) Adopt §6500.33 to read:
§6500.33. Lost to Follow-Up.

“Lost to Follow-Up” means the inability of the Newborn Screening Area Service Center

to locate the newborn or infant for follow-up because:

(a) there is no response to attempts to locate the parents or leqal quardian after a

minimum of 1 phone call and 1 certified letter using available contact information: and

(b) the Newborn Screening Area Service Center and the Department believe that

reasonable attempts have been made to locate the infant.

Note: Authority cited: Sections 124980, 125000 and 131200, Health and Safety Code.
Reference: Sections 124975, 124980, 125000, 131050, 131051 and 131052, Health
and Safety Code.
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Newborn Screening
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(6) Amend §6500.35 to read:

§6500.35. Newborn.

“Newborn” means a child less than 29 days old an-infant 30-days-of-age-and-under.

Note: Authority cited: Sections 124980, and 125000;_.and 131200, Health and Safety
Code. Reference: Sections 124116, 124975, 124980, and-125000, 131050, 131051
and 131052, Health and Safety Code.
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DPH 09-010E
Newborn Screening
October 16, 2015

(7) Amend §6500.39 to read:
§6500.39. Newborn's Physician.

"Newborn’s physician" means the physician caring for the newborn or infant in the

perinatal licensed health facility’'s normal newborn nursery or neonatal intensive care

unit or in the outpatient community after discharge responsible-forthe-care-of the

Note: Authority cited: Sections 124980, and 125000, and 131200, Health and Safety
Code. Reference: Sections 124975, 124980,-and 125000, 131050, 131051 and 131052,
Health and Safety Code.
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Newborn Screening
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(8) Adopt §6500.43 to read:

§6500.43. Newborn Screening.

“Newborn Screening” means the testing of infants to identify those at increased risk for

certain genetic and other congenital disorders for which early identification and

treatment may prevent disability and/or death.

Note: Authority cited: Sections 124980, 125000 and 131200, Health and Safety Code.
Reference: Sections 124975, 124980, 125000, 131050, 131051 and 131052, Health
and Safety Code.
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Newborn Screening
October 16, 2015

(9) Amend §6500.45 to read:

§6500.45. Newborn Screening Area Service Center.

“Newborn Screening Area Service Center” means a facility which is contracted with the

Department to provide regional newborn screening services.

Note: Authority cited: Sections 124980,_aﬁd 125000 and 131200, Health and Safety

Code. Reference: Sections 124975, 124980, and 125000, 131050, 131051 and
131052, Health and Safety Code.
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DPH 09-010E
Newborn Screening
October 16, 2015
(10) Adopt §6500.50 to read:
§6500.50. Newborn Screening Specimen.

“Newborn Screening Specimen” means a blood sample taken from an infant that is

collected on CA&ORNI_A NEWBORN SCREENING TEST REQUEST FORM (NBS-

TRF) (CDPH - 4409 - (11-12)) NBS-I (D).

Note: Authority cited: Sections 124980, 125000 and 131200, Health and Safety Code.
Reference: Sections 124975, 124980, 125000, 131050, 131051 and 131052, Health
and Safety Code.
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(11) Adopt §6500.51 to read:

§6500.51. Newborn Screening Test.

“Newborn Screening Test” means a biochemical or other assay of blood spots collected

from an infant for the purpose of determining whether the newborn might be at

increased risk for certain genetic and other congenital disorders for which early

identification and treatment may prevent disability and/or death.

Note: Authority cited: Sections 124980, 125000 and 131200, Health and Safety Code.
Reference: Sections 124975, 124980, 125000, 131050, 131051 and 131052, Health
and Safety Code. '
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(12) Adopt §6500.55 to read:

§6500.55. Out-of-Hospital Newborn Screening Providers.

“Out-of-Hospital Newborn Screening Providers” means:

(a) all healthcare professionals including, but not limited to, licensed midwives (LM),

certified nurse midwives (CNM), reqgistered nurses (RN), physician assistants (PA),

pediatric nurse practitioners (PNP), physicians/medical doctors (MD), doctors of

osteopathy (DO), and naturopathic doctors (ND), who are licensed or certified by the

State to provide maternal care and to deliver pregnant women in alternative settings

other than perinatal licensed health facilities including, but not limited to, private homes

and clinics; and

(b) staff of health care entities, such as clinics and free-standing independent

laboratories that are authorized by the Department to collect newborn screening

specimens in alternative settings other than perinatal licensed health facilities.

Note: Authority cited: Sections 124980, 125000 and 131200, Health and Safety Code.
Reference: Sections 124975, 124980, 125000, 131050, 131051 and 131052, Health
and Safety Code.
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Newborn Screening
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(13) Adopt §6500.58 to read:

§6500.58. Perinatal Licensed Health Facility Staff.

‘Perinatal Licensed Health Facility Staff” means the individuals working in the

laboratory, maternal, or nursery departments of perinatal licensed health facilities who

collect the newborn screening specimens.

Note: Authority cited: Sections 124980, 125000 and 131200, Health and Safety Code.
Reference: Sections 124975, 124980, 125000, 131050, 131051 and 131052, Health
and Safety Code.
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(14) Repeal §6500.65 as follows:
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(15) Repeal §6500.67 as follows:
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(16) Adopt §6500.71 to read:

§6500.71. Screening Information System (SIS).

“Screening Information System (SIS)”, in this Group, means the Department Newborn

Screening Program’s database and associated screens that:

(a) list the newborn screening specimens that have been received by the Department

for testing; and

(b) provide for reporting of those specimens that are missing.

This system is to be used to verify receipt of specimens and report those that have not

been received pursuant to §6506.

Note: Authority cited: Sections 124980, 125000 and 131200, Health and Safety Code.
Reference: Sections 124975, 124980, 125000, 131050, 131051 and 131052, Health
and Safety Code.
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DPH 09-010E
Newborn Screening
October 16, 2015

(17) Adopt §6500.78 to read:

§6500.78. This Group.

“This Group” means Group 3. Newborn Screening Program in the official California

Code of Regulations as follows: Title 17. Public Health, Division 1. State Department of

Health Services, Chapter 4. Preventive Medical Service, Subchapter 9. Testing for

Heritable Disorders, Group 3. Newborn Screening Program.

NOTE: Authority cited: Sections 124980, 125000 and 131200, Health and Safety
Code. Reference: Sections 124975, 124980, 125000, 131050, 131051 and 131052,
Health and Safety Code.
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DPH 09-010E
Newborn Screening
October 16, 2015

ARTICLE 2. TESTING AND FOLLOW-UP PROGRAM REQUIREMENTS
(18) Amend §6501 to read:
§6501. Scope of Newborn Testing.

Except for provisions in §6501.2 and §6502, Eeach newborn born in California shall be

tested for galactosemia, hereditary hemoglobinopathies, phenylketonuria, and primary‘

congenital hypothyroidism and disorders authorized for testing in Health and Safety

Codes 124977, 124980 and 125001 in accordance with procedures in this Group.

Note: Authority cited: Sections 124977, 124980, 124996 .-anrd 125000,125001 and
131200, Health and Safety Code. Reference: Sections 124975, 124980, 125000,
125001,-anrd 125025, 131050, 131051 and 131052, Health and Safety Code.
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DPH 09-010E
Newborn Screening
October 16, 2015

(19) Adopt §6501.5 to read:
§6501.5. Required Newborn Screening Forms.

The following newborn screening forms from the Department shall be utilized in

accordance with provisions in this Group:

(a) For all newbom screening specimen collection pursuant to §6505(a)(1), 86505(a)(2).

§6505(b)(1), §6505(b)(2), §6505(c)(1), §6506(a), §6506.6(a), §6506.6(b)(1) and

§6506.6(c)(1): CALIFORNIA NEWBORN SCREENING TEST REQUEST FORM (NBS-

TRF) (CDPH - 4409 - (11-12)) NBS-I (D). This form is hereby incorporated by

reference.

(b) For parents or legally appointed quardians who object to a newborn screening test

pursuant to §6501.2: NEWBORN SCREENING TEST REFUSAL (NBS-TR) CDPH 4459

(06/11) - English version or CDPH 4459(SP) (6/11) - Spanish version. This form is

hereby incorporated by reference.

(c) For perinatal licensed health facility staff or birth attendants who have not obtained a

newborn screening specimen pursuant to §6505(a)(4), §6505(b)(4), 86506(a) or

§6506.2: HOSPITAL REPORT OF NEWBORN SCREENING SPECIMEN NOT

OBTAINED (NBS — NO) CDPH 4089 (01/11). This form is hereby incorporated by

reference.

(d) For county registrars who register infants born outside of a perinatal licensed health

facility or who are not attended by a birth attendant pursuant to 86505(d):

NOTIFICATION OF REGISTRATION OF BIRTH WHICH OCCURRED OUT OF A

LICENSED HEALTH FACILITY (NBS-OH) CDPH 4460 (01/09). This form is hereby

incorporated by reference.
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Note: Authority cited: Sections 124977, 124980, 124996, 125000, 125001 and 131200,

Health and Safety Code.
Reference: Sections 124975, 124980, 125000, 125001, 125025, 131050, 131051 and

131052, Health and Safety Code.
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DPH 09-010E
Newborn Screening
October 16, 2015

(20) Amend §6505 to read:

§6505. Collection of Newborn Screening Specimens.
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DPH 09-010E
Newborn Screening
October 16, 2015

(a) For each newborn born in a perinatal licensed health facility, the perinatal licensed

health facility staff shall:

(1) collect the newborn screening specimen, using the Instructions for Collecting

Adequate Blood Specimens on the CALIFORNIA NEWBORN SCREENING TEST

REQUEST FORM (NBS-TRF) (CDPH - 4409 - (11-12)) NBS-I (D) pursuant to

§6501.5(a) and §6504.4(b). This specimen collection shall occur after 12 hours but no

later than 96 hours of age prior to discharge or transfer of the newborn unless the

newborn’s condition is life-threatening and the collection cannot be done safely.

Physicians attending critically ill newborns who require special care may postpone

collection of a newborn screening specimen until the newborn’s emergency condition is

stabilized. The receiving perinatal licensed health facility staff shall then collect the

newborn screening specimen using the Instructions for Collecting Adequate Blood
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Specimens on the CALIFORNIA NEWBORN SCREENING TEST REQUEST FORM

(NBS-TRF) (CDPH — 4409 - (11-12)) NBS-I (D) pursuant to §6501.5(a) and §6504.4(b)

as soon as the newborn’s condition is stabilized. Any specimen collected on a newborn

prior to 12 hours of age is an early specimen and another specimen shall be collected

after 12 hours of age pursuant to §6505(a)(2) and §6506.6.

(2) collect a newborn screening specimen prior to red blood cell transfusion when the

newborn is stable, even if the newborn is under 12 hours of age, using the Instructions

for Collecting Adequate Blood Specimens on the CALIFORNIA NEWBORN

SCREENING TEST REQUEST FORM (NBS-TRF) (CDPH — 4409 - (11-12)) NBS-1 (D)

pursuant to §6501.5(a) and §6504.4(b).

(3) ensure that specimens are given, on the next business day of the designated carrier,

to a carrier contracted with the Department or contracted with a newborn screening

laboratory or to the United States Postal Service for transport to the assigned newborn

screening laboratory.

(4) complete the HOSPITAL REPORT OF NEWBORN SCREENING SPECIMEN NOT

OBTAINED (NBS-NO) CDPH-4089 (01/11) pursuant to §6501.5(c), in the event the

newborn screening specimen is not collected prior to transfer to another perinatal

licensed health facility and there is no copy of the CALIFORNIA NEWBORN

SCREENING TEST REQUEST FORM (NBS-TRF) (CDPH - 4409- (11-12)) NBS-1 (D) in

the newborn’s medical record.

(5) Collection of a newborn screening specimen under this section shall not apply if the

parent or leqal guardian has signed a copy of the NEWBORN SCREENING TEST

REFUSAL (NBS-TR) CDPH 4459 (06/11) pursuant to 6501.5(b).
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(b) For infants not born in a perinatal licensed health facility, but admitted to a perinatal

licensed health facility at any time after birth, the perinatal licensed facility staff shall:

(1) obtain a newborn screening specimen within 48 hours of admission, using the

Instructions for Collecting Adequate Blood Specimens on the CALIFORNIA NEWBORN

SCREENING TEST REQUEST FORM (NBS-TRF) (CDPH - 4409 - (11-12)) NBS-I (D)

pursuant to §6501.5(a) and §6504.4(b), unless a copy of the CALIFORNIA NEWBORN

SCREENING TEST REQUEST FORM (NBS-TRF) (CDPH - 4409 - (11-12)) NBS-I (D),

or a copy of the NEWBORN SCREENING TEST REFUSAL (NBS-TR) CDPH 4459

(06/11), or a newborn screening result is found in the infant’s medical record or the

physician has a record of the screening specimen having been collected.

(2) collect a newborn screening specimen prior to red blood cell transfusion, even if the

newborn is under 12 hours of age, using the Instructions for Collecting Adequate Blood

Specimens on the CALIFORNIA NEWBORN SCREENING TEST REQUEST FORM

(NBS-TRF) (CDPH - 4409 - (11-12)) NBS-I (D) pursuant to §6501.5(a) and §6504.4(b).

(3) ensure that specimens are given, on the next business day of the designated carrier,

to a carrier contracted with the Department or contracted with a hewborn screening

laboratory or to the United States Postal Service for transport to the assigned newborn

screening laboratory.

(4) complete the HOSPITAL REPORT OF NEWBORN SCREENING SPECIMEN NOT

OBTAINED (NBS-NO) CDPH-4089 (01/11) pursuant to 6501.5(c), in the event the

newborn screening specimen is not collected.
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(c) For infants not born in a perinatal licensed health facility and not admitted to a

perinatal licensed health facility after birth, out-of-hospital newborn screening providers

shall:

(1) collect a newborn screening specimen within 48 hours of the first contécf with the

infant using the Instructions for Collecting Adequate Blood Specimens on the

CALIFORNIA NEWBORN SCREENING TEST REQUEST FORM (NBS-TRF) (CDPH -

4409 - (11-12)) NBS-I (D) pursuant to 8§6501.5(a) and §6504.4(b) uniess a copy of the

CALIFORNIA NEWBORN SCREENING TEST REQUEST FORM (NBS-TRF) (CDPH -

4409 - (11-12)) NBS-1 (D) or a copy of the NEWBORN SCREENING TEST REFUSAL

(NBS-TR) CDPH 4459 (06/11). or a newborn screening result is found in the infant’s

medical record.

(2) ensure that specimens are given, on the next business day of the designated carrier,

to a carrier contracted with the Department or contracted with a newborn screening

laboratory or to the United States Postal Servicé for transport to the assigned newborn

screening laboratory.

(d) For infants born outside of a perinatal licensed health facility and not subsequently

admitted to a perinatal licensed health facility, when the birth is being registered at the

county reqistrar’'s office, the person in the county reqistrar’s office required to register

the birth shall notify the Department of the birth the next business day after the birth is

registered using the NOTIFICATION OF REGISTRATION OF BIRTH WHICH

OCCURRED QUT OF A LICENSED HEALTH FACILITY (NBS-OH) CDPH 4460 (01/09)

pursuant to §6501.5(d).
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(e) A newborn screening specimen may be collected on a child over 1 year of age with

prior authorization from the Department.

(N The blood specimen and information obtained during the testing process becomes
the property of the State and may be used for program evaluation or research by the

Department or Department-approved scientific researchers without identifying the

person or persons from whom these results were obtained-unless-the-person-or-histher

Note: Authority cited: Sections 124977, 124980, 124996.-and 125000, 125001 and
131200, Health and Safety Code. Reference: Sections 124975, 124980, and-125000,
125001, 125025, 131050, 131051 and 131052, Health and Safety Code.
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(21) Amend §6506 to read:

§6506. Medical-Record-ReviewVerification of Receipt of Newborn Screening

Specimens by the Department.

Perinatal licensed health facility staff and-out-of-hospital newborn screening providers

shall check the Department Screening Information System (SIS) within 7 days after the

date of birth to verify that the newborn screening specimen has been received by the

Department. This applies to all infants for whom perinatal licensed health facilities and

out-of-hospital newborn screening providers have responsibility for newborn screening

pursuant to 86505(a), (b) and (c¢). if a specimen has not been received and there is

neither a copy of the CALIFORNIA NEWBORN SCREENING TEST REQUEST FORM

(NBS-TRF) (CDPH - 4409 - (11-12)) NBS-| (D) pursuant to §6501.5(a) nor a copy of a

completed NEWBORN SCREENING TEST REFUSAL (NBS-TR) CDPH 4459 (06/11) -

English version or CDPH 4459(SP) - Spanish version pursuant to §6501.2 and

6501.5(b) present in the newborn’s medical record, the staff shall complete a

HOSPITAL REPORT OF NEWBORN SCREENING SPECIMEN NOT OBTAINED (NBS

— NO) CDPH 4089 (01/11) pursuant to §6501.5(c). If a specimen has not been received

and the CALIFORNIA NEWBORN SCREENING TEST REQUEST FORM (NBS-TRF)

 (CDPH - 4409 - (11-12)) NBS-I (D) is present in the newborn’s medical record, staff

shall enter a missing specimen report into the Screening Information System (SIS), and
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if the newborn has not been discharged, collect a newborn screening specimen on the

CALIFORNIA NEWBORN SCREENING TEST REQUEST FORM (NBS-TRF) (CDPH -

4409 - (11-12)) NBS-I (D) pursuant to 86501.5(a) and §6504.4(b) within 24 hours.

This specimen shall be given to a carrier cohtracted with the Department or contracted

with a newborn screening laboratory or to the United States Postal Service for transport

to the assigned newborn screening laboratory on the next business day of the

designated carrier.

If a perinatal licensed health facility or a group of perinatal licensed health facilities has

an internal computerized system in place to identify specimens received by their

designated newborn screening laboratory, and this system has the same criteria to

verify receipt of newborn screening specimens as the Department's Screening

Information System (SIS) as described in §6500.71(a) and (b), then their system rather

than SIS may be used to verify receipt of their specimens.

Note: Authority cited: Sections 124977, 124980,-and 125000, 125001 and 131200,
Health and Safety Code.

Reference: Sections 124975, 124980,-and 125000, 125001 125025, 131050, 131051
and 131052, Health and Safety Code.
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(22) Amend §6506.6 to read:

§6506.6. Follow-Up to Reports of Inadequate and Early Newborn Screening

Specimens.

(a) For those specimens identified by the Newborn Screening Area Service Center as

early, or where the infant’s age at time of specimen collection cannot be determined, the

Newborn Screening Area Service Center shall verify with the collecting person or facility

the dates and times of birth and specimen collection written on the CALIFORNIA

NEWBORN SCREENING TEST REQUEST FORM (NBS-TRF) (CDPH - 4409 - (11-12))

NBS-I (D).

(b) Upon notification by the Newborn Screening Area Service Center that the specimen

is verified as an early specimen, the perinatal licensed health facility staff, birth

attendant, out-of-hospital newborn screening provider, or newborn’s physician shall:

(1) collect a repeat specimen within 48 hours of notification, using the Instructions for

Collecting Adequate Blood Specimens on the CALIFORNIA NEWBORN SCREENING

TEST REQUEST FORM (NBS-TRF) (CDPH - 4409 - (11-12)) NBS-I (D) pursuant to

§6501 .é(a) and §6504.4(b).
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(2) ensure the specimen is given, on the next business day of the designated carrier, to

a carﬁer contracted with the Department or contracted with a newborn screening

laboratory or is transported by the United States Postal Service to the assigned

newborn screening laboratory.

(c) When the perinatal licensed health facility staff, the birth attendant. out-of-hospital

newborn screening provider, or the newborn’s physician is notified by the Newborn

Screening Area Service Center that a specimen is an inadequate specimen, the

perinatal licensed health facility, the birth attendant, out-of-hospital newborn screening

provider, or the newborn’s physician shall:

(1) collect a repeat specimen within 48 hours of notification, using the Instructions for

Collecting Adequate Blood Specimens on the CALIFORNIA NEWBORN SCREENING

TEST REQUEST FORM (NBS-TRF) (CDPH - 4409 - (11-12)) NBS-I (D) pursuant to

§6501.5(a) and §6504.4(b).

(2) ensure the specimen is given, on the next business day of the designated carrier, to

a carrier contracted with the Department or contracted with a newborn screening

laboratory or is transported by the United States Postal Service to the assigned

newborn screening laboratory.

(d) If a repeat specimen for either an early or an inadequate specimen cannot be

obtained, the perinatal licensed health facility staff, birth attendant, out-of-hospital

newborn screening provider, or newborn’s physician shall notify the Newborn Screening

Area Service Center by phone, fax, or e-mail within 48 hours regarding the status of the

collection and also again when the specimen has been collected and sent to the

Department.
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(e) Nothing in this section imposes the duty on the newborn’s physician to find the infant

if the infant is determined by the Newborn Screening Area Service Center to be lost to

follow-up.

Note: Authority cited: Sections 124977, 124980,-and 125000, 125001 and 131200,
Health and Safety Code.

Reference: Sections 124975, 124980,-and 125000, 125001, 125025, 131050, 131051
and 131052, Health and Safety Code.
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(23) Amend §6506.8 to read:

§6506.8. Follow-Up to Reports of Initial-Positive Results.

(a) When the newborn’s physician is notified by a Newborn Screening Area Service

Center of a positive test result, the physician shall, within 48 hours of notification:

(1) Consult with a medical specialist from a California Children’s Services (CCS) center

or a CCS-paneled medical specialist, and upon the specialist's advice, shall refer the

infant to a CCS center or a CCS paneled medical specialist for confirmatory testing

and/or evaluation, diagnosis, and treatment: and

(2) Instruct the parents about medically necessary recommendations to care for the

infant.

(b) Nothing in this section imposes the duty on the newborn’s physician to find the infant

if the infant is determined by the Newborn Screening Area Service Center to be lost to

follow-up.

Note: Authority cited: Sections 124977, 124980, and 125000, 125001 and 131200,
Health and Safety Code. '
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Reference: Sections 124975, 124980,-anrd 125000, 125001, 125025, 131050, 131051
and 131052, Health and Safety Code.
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(24) Amend Section 6506.10 to read: -

§6506.10. Use of Newborn Screening Contracted Laboratories for Repeat and

Recall-Confirmatory Specimens-Gollection-and-Transmittal.

(a) When repeat or confirmatory tests are required, the newborn’s physician will ensure

that:

(1) Repeat or confirmatory specimens are collected within 48 hours:

(2) Specimens are placed in containers appropriate for the specified test; and

(3) Specimens are transported, on the next business day of the designated carrier, by a

carrier contracted with the Department or contracted with a newborn screening

laboratory or by the United States Postal Service, to the assigned newborn screening

laboratory.

(b) Nothing in this section imposes the duty on the newborn’s physician to find the infant

if the infant is determined by the Newborn Screening Area Service Center to be lost to

follow-up.

Note: Authority cited: Sections 124977, 124980, and 125000, 125001 and 131200,
Health and Safety Code.

Reference: Sections 124975, 124980,-and 125000, 125001, 125025, 131050, 131051
and 131052, Health and Safety Code.
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NOTICE OF INFORMATION AND PRIVACY PRACTICES
California Department of Public Health (CDPH)
Genetic Disease Screening Program
Newborn Screening Branch

Please Review Carefully

This notice describes how personal and medical information about you or your
newborn may be used and disclosed and how you can get access fo this
information.

Department’s Legal Duty

Federal and State laws restrict the use, maintenance, and disclosure of personal
and medical information obtained by a State agency and requires certain notices
to individuals whose information is maintained. In compliance with these laws,
you and those providing information are notified of the following:

Department Authority and Purpose for the Newborn Screening Program
The CDPH collects information related to newbormn screening as permitted in
Health and Safety Code Sections 124980, 125000, 125001, 125025, and
125030. This information is collected electronically and includes such things as
your name, address, medical care given to you and your newborn. Testing is
required by law (Health and Safety Code Section 125000) and regulations {17
CCR 6500 through 6510) and if the required information is not provided, serious
iilness or permanent damage for affected newborns could result,

If you have religious objections to this testing, you may say “no” to the testing
in writing and sign a form advising you that your hospital, doctor, and clinic staff
are not responsible if your baby develops problems because those disorders
were not identified and treated early.

Uses and Disclosure of Health Information

The CDPH uses health information about you or your newborn for screening, to
provide health care services, to obtain payment for screening, for administrative
purposes, and to evaluate the quality of care that you or your newborn receives.
Some of this information is retained for as long as 21 years. The information
will not be sold.

The law also allows the Department to use or give out information we have
about you or your newborn for the following reasoens:
« For research studies unless you specifically request in writing that your
information or specimen not be used.
« To organizations, which help us in our operations, such as collecting fees.

The Department may change its policies at any time subject to applicable laws
and regulations. You may request a copy of our current policies or obtain more
information about our privacy practices by contacting the Chief of the Genetic
Disease Screening Program at 850 Marina Bay Parkway, F175, Richmond, CA
94804 or consulting our website at
www,cdph.ca.gov/programs/pages/privacyoffice.aspx

Individual Rights and Access to Information

The Newbormn Screening Program must have your writfen permission to use or
give out personal or health information about you for any reason that is not
described in this notice. You can revoke your authorization at any time, except
if the Newborn Screening Program has already acted because of your
permission by contacting the Chief of the Genetic Disease Screening Program
at 850 Marina Bay Parkway, F175, Richmond, CA 94804,

(continued on next page)
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Questions & Answers About the Storage of the
Newborn Screening Bloodspots

Why is my baby’s blood spot collection card stored by the Genetic
Disease Screening Program (GDSP)?

The main reason GDSP stores the used blood spots is to develop new tests
to add to the newborn screening testing panel and to provide quality control for
testing on an on-going basis. When the Newborn Screening Program began
in the early 1980s, we tested for 3 disorders. The stored specimens were used
anonymously to develop the new tests, so that we now screen for about 80
disorders. Newborn Screening blood spot cards are not “DNA cards”. Your
child's DNA is not analyzed for our initial screening tests and his/her “DNA
profile” is not stored. There is no personal information on the dried blood spot
card, only a unigue non-identifying number.

What if | do not want my baby’s blood spot collection card used by the
Genetic Disease Screening Program? What are my options?

If you decide not to allow the GDSP to use your child’s unidentified dried
blood spot, you may request that the specimen not be used for research
and/or be destroyed by our laboratory. Please realize that if you make this
choice, the spot will no longer be available should you or your doctor need it
for any further health concerns with your child. Please submit this request in
writing to: Chief of the Genetic Disease Screening Program, 850 Marina
Bay Parkway, F175, Richmond, CA 94804.

For more information please visit our website at www.cdph.ca.gov/programs/nbs
or if you have additional questions you can email us at NBSNews@cdph.ca.gov
or call (510) 412-1502.

Attention Parents

1) Review the information on the pink copy of your baby’s newbom screening
test request form. Notify the hospital if your name, address andfor
phone or the name, address and phone number of your baby's
doctor is not correct.

2) Take the pink copy of this form when you go to your baby's first
check up. This will help the doctor locate your baby’s newborn screening
results,

Thank You

For copies of the Notice of Information and Privacy Practices in Spanish and
other languages please visit the Newborn Screening Program website at:
www.cdpfi.ca.gov/programs/nbs

Para una copia de la NOTIFICACION DE PRACTICAS DE INFORMACION Y
PRIVACIDAD por favor visite nuestro sitio web del Programa del Analisis de
Recién Nacidos en www.cdph.ca.gov/programs/nbs
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INSTRUCTIONS FOR COLLECTING ADEQUATE BLOOD SPECIMENS
Puncture site Is indicated by shaded areas on heel. Do not collect from side or back of foot.
*NO COURIER PLASTIC BAGS CALIFORNIA NBS
Job # 6937912-007.1
RIGHT ACCEPTABLE 02_05_1 3
and ec\:ligr;\'ﬁ/ ggigrated FirSt PI"OOf
WRONG UNACCEPTABLE CUSTOMER
Layering
APPROVED D
insufficient,
= multiple applications
COLLECT SAMPLE FROM NOTAPPROVED D
SHADED AREA Serum rings present
NOTE SIGNATURE
' Do not use capillary tubes for collection of blood spot specimen.
Do not collect blood from antecubital space or dorsal hand vein. NAME:
Do not handle blood collection area of specimen collection card DATE:
prior fo, during, or following sampling. ERF
1. Position infant’s foot to increase blood flow. Warming of the heel is optional. DATE:
2. Clean skin with alcohol and -either air-dry or wipe dry with sterile gauze. SIGNATURE
3. Puncture heel with sterile disposable lancet, using a firm, quick stab. If using an

automated lancet device, place it firmly againstthe heel prior to device activation.

4. Allow a large drop of blood to accumulate and wipe away with sterile gauze.

5. Allow.a second large drop of blood to accumulate. Apply gentle pressure to heel and
ease intermittently so.blood flows freely.

6., Apply the blood drop to one side of the specimen collection paper until the circle is filled
COMPLETELY when viewed from both sides. Do not press collection paper against
puncture site, Allow blood to fill circle by natural flow. Do not apply blood to both
sides of the paper.

7. Fill the first circle compietely before moving on fo the next circle. Repeat procedure for
each circle.

8.  Allow blood spots fo air-dry at rcom temperature for at least three hours. Keep away
from direct light (sun or lamp) and heat.

9. Do not close specimen collection form while blood spots are still wet. Do not alfow wet
specimens to come in contact with each other.

10. DO NOT PUT SPECIMEN IN PLASTIC BAG.

Note: This PDF form layout is produced fo a
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ADDITIONAL INSTRUCTIONS ARE CONTAINED IN “BLOOD
COLLECTION ON FILTER PAPER FOR NEWBORN SCREENING
PROGRAMS”, 5th EDITION (CLSI DOCUMENT LA4-A5)
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DO NOT WRITE IN THIS AREA
DO NOT HANDLE FILTER PAPER

THIS AREA MAY BE USED TO ADHERE A STICKER
CONTAINING THE INFANT'S FACILITY INFORMATION

Revision Date: 11/12

CALIFORNIA DEPARTMENT OF PUBLIC HEALTH
NEWBORN SCREENING

10.
12.

13.

14.

15.

16.
17.
18.

19.

20,

21.

(COPH - 4409~ (11-12))

INSTRUCTIONS FOR COMPLETION OF FORM
PLEASE PRINT AND USE BLUE OR BLACK BALL POINT PEN

NEWBORN’S NAME: Name as entered on birth certificate, last name first. If multiple
birth, indicate A, B, C, etc.

MOTHER’S INFORMATION: Name as entered on birth certificate, last name first.
Please also include mother's maiden name and last 4 digits of social security
number, If mother does not have a social security number, enter 9999,

THIS BABY IS A WARD OF THE COURT — CONTACT INFORMATION: Answer
YES if newborn is a ward of the court and provide contact information for person
responsible for baby’s care at time of collection.

NEWBORN’S PHYSICIAN INFORMATION: Obtain from mother the name of the
physician responsible for continuing care of the newborn after discharge.
NEWBORN’S PHYSICIAN’S LICENSE NUMBER OR NPI NUMBER: Enter the
physician’s California license number or national provider identification number.
RACE/ETHNICITY: As entered for both parents on birth certificate. These data are
required by Government Code 8310.5. Check ALL that apply.

PRIMARY LANGUAGE: Please indicate primary language spoken; this helps
determine if an interpreter is needed.

FACILITY DRAWING SPECIMEN: Name and code number must be entered to
ensure correct reporting of results.

NEWBORN’S BIRTH DATE (AND TIME): As entered on the birth certificate. All time
is fo be entered by the 24 hour clock, e.g., 8:30 a.m. is 0830; 9:01 p.m. is 2101.
BIRTH WEIGHT: In grams, as entered on birth certificate.

GESTATIONAL AGE: Enter gestational age at time of birth in weeks.

NURSERY TYPE: Check NICU, Regular Nursery, which includes Family Centered
Care (FCC) or Rooming In (RI), Home Birth, or other.

ALL FEEDING SINCE BIRTH: Include all feeding from birth to collection. Human
milk includes breastfeeding, mother’'s own expressed milk and banked human milk.
If newborn has had neither human milk, nor formula leave this section blank.

NPO AT TIME OF COLLECTION?: Answer YES if newborn is NPO (i.e., is taking
nothing by mouth) at time of specimen collection.

NEWBORN ON TPN/HYPERAL or AMINO ACIDS AT OF COLLECTION?:
Answer YES if newborn is being given TPN (total parenteral nutrition, aka
hyperalimentation) or amino acids at time of specimen collection.

DATE SPECIMEN COLLECTED: Date and hour of specimen collection. This refers
to the time the specimen is collected from the newborn.

TYPE OF SPECIMEN: Please check only one box. If “OTHER” type of specimen is
checked, please specify the type of specimen.

IF COLLECTED AT <12 HRS OF AGE, REASON?: If this specimen is being
collected prior to the newborn being 12 hours of age, indicate why.

RBC TRANSFUSION BEFORE COLLECTION: Please indicate whether the
newborn was fransfused with RED BLOOD CELLS and the date and time the last
transfusion ended prior to specimen collection. DO list intrauterine transfusions. DO
NOT list fresh frozen plasma, albumin, platelets, or cryoprecipitate as transfusion.
DO NOT list transfusions that occurred after the specimen was collected.
MEDICAL RECORD NUMBER: Enter number used in medical records department
of facility collection specimen.

INITIALS OF COLLECTOR: Enter initials of person drawing the specimen.
DISTRIBUTION: Original MUST remain attached to specimen, Facility drawing the
specimen should retain and file the yellow copy in the newborn’s chart. The pink
copy should be given to the newbom’s parent(s) with instructions to give to the
newborn’s physician.

PLEASE SEE PRIVACY NOTIFICATION WITHIN

29 000 001
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State of California - Health and Human Services Agency California Department of Public Health
NEWBORN SCREENING TEST REFUSAL (NBS-TR)

PLEASE PRINT USING ALL CAPITAL LETTERS

NEWBORN'S NAME: LAST ) FIRST

BIRTHDATE: MONTH DAY  YEAR SEX: [TIMALE [ FEMALE

ADDRESS: NUMBER STREET APARTMENT

cITY | STATE  ZIP CODE

WAS THIS A HOME BIRTH: | | YES | ! NO

IF NO, HOSPITAL NAME

MEDICAL RECORD NUMBER

I have read or have had read to me and understand the informational booklet titied Important Information for Parents
about the Newborn Screening Test provided by the California Department of Public Health concerning newborn
screening tests for various diseases. | have discussed this with my doctor and have had my questions answered. | am
aware that if my baby has one of these diseases and it is not found and treated soon after birth, my baby may suffer from
serious iliness, mental retardation, or even death. Although | can request that these tests be done at a later time, a delay in
diagnosis and treatment may result in permanent damage to my baby.

| am aware that California law requires that all newborns be screened, and that the only exception is when it conflicts with
a parent’s religious beliefs or practices. Knowing this, | refuse to have the newborn screening test done on my child and |
accept all responsibility and liability for the possible consequences. Lunderstand that possible harm that may come to

ild as a result of usal i de mental retardati rological da e. and in some cases death.

’ W d 1€ gl =14 e attia
My decision was freely made without force or encouragement by anyone.

SIGNATURE DATE: MONTH DAY YEAR

SIGNEE'S NAME: LAST FIRST

RELATIONSHIP TONEWBORN: [ |MOTHER [ | FATHER [ | LEGAL GUARDIAN

SIGNATURE OF WITNESS: " DATE: MONTH DAY YEAR

WITNESS NAME: LAST FIRST

CDPH 4459 (06/11)
|

WHITE - Send to: CA Department of Public Health, Newbom Screening Branch, 850 Marina Bay Pkwy, F175, Mail Stop 8200, Richmond, CA 94804
PINK - Give to parent(s) or legal guardian
YELLOW - File in hospital record

PLEASE SEE PRIVACY NOTIFICATION ON REVERSE
To reorder, request form NBS-TR (CDPH-4459) from the Genetic Disease Screening Program, Newborn Screening Branch, (510) 412-1542.
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State of California > Healih and Human Senvices Agency California Departmentof Public Health -~ * -

RECHAZO DE PRUEBAS INICIALES PARA RECIEN NACIDOS (NBS-TR)
POR FAVOR USA LETRAS DE MOLDE Y TODAS MAYUSCULAS

APELUDO DEL RECIEN NACIDO w PRIMER NOMBRE

§§§ Pl bbb % |

FECHA DEL MES  DiA ANO SEXO: [ I VARON [ | HEMBRA

NACIMIENTO “""""’f‘""”‘“% ““’”‘“"’"""i :

DIRECCION:  NUMERO ___ CALLE : - APARTAMENTO
CIUDAD : ESTADO ~ CODIGO POSTAL

NACIMIENTO CASERO? sl [ ino
S| ES NO, HOSPITAL DEL NACIMIENTO

Ll

NUMERO DE REGISTRO MEDICO

He leido o me han leido y entiendo gl material informativo titulado Informacion Importante para los Padres sobre ¢l Analisis de Recién
Nacidos proporcionado por el Departamento de Salud Pablica del Estado de California acerca de las pruebas iniciales en recién nacidos para
determinar la presencia de varias enfermedades metabolicas, endocrinas y ofras enfermedades de fa hemoglobina. He hablado sobre esto con
mi doctor y se han contestado mis preguntas. Estoy consciente'de que si.mi bebé tiene una de estas enfermedades y no se encuentra y se
trata temprano, mi bebé puede sufrir de serias enfermedades, retrase mental v hasta morir. Aungue puedo solicitar que estas prusbas se hagan
en un-momento posterior, demorar €| diagnastico y tratamiento podria resultar en dafo permanente a mi bebé.

Estoy consciente de que la ley del estado de California requiere que se haga el andlisis a todos los recién nacidos, y que la Unica excepeion

es cuando esta en conflicto con 1as creencias o practicas religiosas de los padres. Sabiendo esto, me niego que se le haga esta prueba de

remen nacidos a mi h:;o y yo acepto tods respansabmdad personal y juridica, por Ias mnsecuendas EWM
ta i | 0 : 2 e,

decision fue tomada lbremente sin Ia presion ni lz recomendamon de nadte

FIRMA FECHA: MES DIA ANO
SU NOMBRE: APELLIDO PRIMER NOMBRE
g P i
RELACION A RECIEN NACIDO: [ ImaoRe [ | PaDRE [ | GUARDIAN LEGAL
FIRMA DEL TESTIGO FECHA: MES DIA ANO
NOMBRE DEL {':‘b 1GC: - APELLIDO , PRIMER NOMBRE
] | L]
, ; !
L

ORIGINAL ~ Send to: CA Departmenit of Public Health, Newborn Screening Branch, 850 Marina Bay Pkwy, F175, Mail Stop 8200, Richmond, CA 94804
PINK - Give 1o parent{s) or legal:guardian
YELLOW - File'in-hospital. record

POR FAVOR DE LEER LA NOTIFICACION DE PRIVACIDAD AL REVERSO DE ESTE DOCUMENTO
To reorder, request form NBS-TR (SP) [CDPH 4459 (SP)] from the Newborn Scfeening Branch (510) 412-1542.

CDPH 4450 (SP) (06/11) i






State of California » Health and Human Services Agency Dapanment of Public Health

NOTIFICATION OF REGISTRATION OF BIRTH g TR
WHICH OCCURRED OUT OF A LICENSED HEALTH FACILITY (NBS-OH)

, JHIEFORN S UBED POR CLINICAL S0 OWLE
PLEABESERD THISFORM IBMEDIATEL Y S0 R RECGTERING THE BIETH D0 BOT BATCH BAILYL
PLEASE PRINT USING ALL CAPITAL LETTERS

TO: LOCAL HEALTH OFFICER AND DATE OF REGISTRATION:  MONTH DAY YEAR

CALIFORNIA DEPARTMENT OF PUBLIC HEALTH
FROM: BIRTH REGISTRAR OF :
| | | COUNTY OR || cmy
WE HAVE REGISTERED THE FOLLOWING BIRTH WHICH OCCURRED OUT OF A LICENSE HEALTH FACILITY
NEWBORN'S NAME {as shown on the birth certificate):  LAST FIRST SEX
S G Sufamsagon et s et Wiy Gy T 4 g g‘“m”w M ALE
[ ] | | , L1 e
. o1 FEMALE
MOTHER'S COMPLETE NAME:  LAST  FIRST ; MAIDEN o
L1 | [ it
CURRENT ADDRESS:  NUMBER STREET f APARTMENT
| | Ll )
cITY STATE ZIP CODE
* |
= | |
BIRTH WEIGHT (grams) BIRTH DATE: . .MONTE DAY YEAR BIRTH HOUR (24 hour clock)
| LTI
PARENT'S TELEPHONE NUMBER (indicate area code) }W | w{ ] {
4 SR 3

HAS A NEWBORN SCREENING TEST BEEN DONE? 3 YES | 1. NO
IF YES, WHERE WAS THE TEST DONE?

1 i
| || L] §
DATE OF TEST: = MONTH DAY YEAR

I
NEWBORN'S PRIMARY CARE PROVIDER NAME: _ LAST FIRST
i |

ADDRESS: NUMBER STREET SUITE
CITY STATE ZIP CODE
TELEPHONE NUMBER: - [

FILL BOX(es) IF APPROPRIATE: [ |NFaNTEXPIRED 1 PARENTS REFUSED NEWBORN SCREENING TEST
77771 REFUSAL FORM SIGNED{ATTACH NBS-TR)

Please complete this form and mail immediately to:

WHITE=CA Department of Public Health, Newborn Screening Program, 850 Marina Bay Pkwy, F175, Richmond, CA 94804
YELLOW-Local Health Officer

PINK-Retain for your files

PLEASE SEE PRIVACY NOTIFICATION ON REVERSE

To reorder, reguest form NBS-OH from the Genetic Disease Screening Program, Newborn Screening Program (510) 412-1542.
COPH 4460 {01/09) )



per agency
request

§.7.€.,04-04 -2l

Calitornia

Lt

A’%;}}&.

AND PRIVACY PRA

PRACTICES
- Disgase Screen




| -Siate 6f California-Health and Human Services Agency NBS VER'B California Department of Public Health = l
HOSPITAL REPORT OF NEWBORN SCREENING SPECIMEN NOT OBTAINED (NBS-NO)

PLEASE PRINT USING ALL CAPITAL LETTERS

FOR OFFICE USE ONLY D:]:E:] DATE: MONTH DAY YEAR
HEREERER

FROM: (Give hospital name) HOSPITAL CODE: R
TO:
PHYSICIAN'S NAME: LAST FIRST
HEEREEEENEEEEEEEEEEEREEEEEEEEEEEEEEEEE
PHYSICIAN'S ADDRESS: NUMBER STREET : SUITE
HEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEE
ey STATE ZIP CODE
HEEEEEREEEEEEEEEEEEEEEEEEEEEEpEEnEEEEn
TELEPHONE NUMBER (indicate area code) | l l l__; l l *_l l l l l EXTENSION D:Djj
NEWBORN'S NAME:  LAST FIRST
HEEEREREREEEEEREEEEEERENEEEEEEEEEEEEEEEEN
SEX: [__IMALE [ IFEMALE MULTIPLE BIRTHS: | ] A ] 1B ] jc | | D
ADDRESS: NUMBER STREET APARTMENT
HEEREEEEEEREEEEEEEEEEEEEEEEEEEEEEREEEE
CIty STATE ZIP CODE
HERERREERREEREEEEEEEEEEEEEEEEpEEREEEEn
veoearecoroNaeER - L LI LTI it
BIRTH WEIGHT (grams) BIRTH DATE: BIRTH HOUR
(24 HOUR CLOCK)

MONTH  DAY.  YEAR MOTHER'S BIRTH DATE:
MOTHER'S NAME: LAST FIRST MONTH DAY YEAR
LI e ey el iy L
TELEPHONE NUMBER (indicate area code) OTHER TELEPHONE NUMBER FOR FAMILY
Ll H =TT AR ER

MONTH DAY YEAR

The above newborn was discharged/transferred on without a newborn screening specimen taken because

(fill one box):

[ Newborn Expired

[ Parents refused to have specimen collected. Fill out NBS-TR (Screening Test Refusal). Put original in chart and send a copy of the signed test
refusal with this form to the California Department of Public Health, Newborn Screening Branch

[T Transferred to the following receiving hospital on or before six days of age

e L L PP PPty ™ ity
—onerkemeontepeett [ T T T T I I ITI I ]
INSTRUCTIONS: This form fnust be completed by the perinatal To the Physician: California Code of Regulations Section 6506.2(b), states:
licensed health facility when it has been determined that an infant “When the newborn's physician is notified by telephone by the perinatal licensed health
was d|sch.arged without obtaining a newborn screening specimen. facility that a newborn was discharged from the perinatal licensed health facility before a
Send copies to: specimen was taken, the newborn's physician shall make every reasonable effort to have
WHITE: California Department of Public Health a specimen obtained within five days of nofification. If the newborn's physician cannot
Newborn Screening Branch obtain the specimen, the Newborn Screening Area Service Center shall be notified by
850 Marina Bay Parkway, F175 the newborn's physician by telephone. Such telephone nofification shall be noted in the
Mail Stop 8200 newborn's physician's records, specifying the date of notification, the person notified and
Richmond, CA 94804 the information provided.”
YELLOW: M.D. of record.

If you have questions, please cail your NBS follow-up coordinator (listed on the bottom of

PINK: Receiving hospital (if transferred) every NBS result mailer.)

GOLDENROD: Retain for your files

PLEASE SEE PRIVACY NOTIFICATION ON REVERSE

To reorder, request form NBS-NO from the Genetic Disease Screening Program, Newborn Screening Branch at (510) 412-1542.

I B corrisose 01y | l









