Approved: January 23, 2007
Date
MINUTES OF THE SENATE PUBLIC HEALTH AND WELFARE COMMITTEE

The meeting was called to order by Chairman James Barnett at 1:30 P.M. on January 17, 2007 in Room
231-N of the Capitol.

Committee staff present:

Emalene Correll, Kansas Legislative Research Department
Terri Weber, Kansas Legislative Research Department
Jim Wilson, Office of Revisor of Statutes

Nabuko Folmsbee, Office of Revisor of Statutes

Morgan Dreyer, Committee Secretary

Conferees appearing before the committee:

Howard Rodenberg MD, MPH, Director, Division of Health, KDHE

Others attending:

See attached list.

Introduction of Bills

Upon calling the meeting to order, Chairman Barnett asked for any introduction of bills. Senator Schmidt
presented the Committee with five bill introductions.
L

7rs0450 adds a predisposition for asthma into the health assessment done with regard to school
physicals.

7rs0476 is an act concerning health insurance, would increase the age of dependent coverage to age
26 regardless of if the independent were enrolled in school. A military component is included that if
a individual is in active duty between the ages of 18 and 26, would allow them to bank that time, so
when they came out of active duty they would be eligible as dependent coverage for that amount of
time.

The next three bills are conceptual

3.
4,
s,

at the request of KDHE:

Sharing KBI background check results with child placement agencies.
SRS adoptive placement agreement (squaring up statutes involved)
Enhancement to the Cancer Registry

The drafts of these bills were not available at the time of the meeting.

The motion was made by Senator V. Schmidt to adopt the introduced bills. It was seconded by Senator

Brungardt and the motion carried.

Presentation on Expanded Newborn Screening in Kansas

Chairman Barnett then called upon Dr. Howard Rodenberg MD MPH, Director, Division of Health, Kansas
Department of Health and Environment who presented information to the Committee on Expanded Newborn
Screening. Highlights of his presentation included:

Slides on:

POl F O B s b RO

What is NBS

NBS in Kansas: Current
Expanded NBS (XNBS)
Legislative History
XNBS Working Group
Working Group Findings
Working Group Model
Plans for Implementation

Report of the KDHE Newborn Screening Advisory Group
Data Charts on other States in comparison NBS

A copy of the presentation is (Attachment 1) attached hereto and incorporated into the Minutes as referenced.

Unless specifically noted, the individual remarks recorded herein have not been transcribed verbatim. Individual remarks as reported herein have not been submitted to

the individuals appearing before the committee for editing or corrections. Page 1



CONTINUATION SHEET

MINUTES OF THE Senate Public Health and Welfare Committee at 1:30 P.M. on January 17, 2007 in
Room 231-N of the Capitol.

Questions came from Senators Barnett, Palmer, V. Schmidt, Journey, Wagle regarding list of clinical
conditions, funding revenues, consent by parent, conditions leading to disability, follow-up services,
mandates, medicaid reimbursement, midwife situations, retrieving patient information, costs, and total new

dollar request.

The Chair asked if the Committee would like to have an input to the Committee of Senate Ways and Means
to support the bill concerning Expanded Newborn Screening.

The motion was made by Senator Brungardt to authorize the Chairman to express the Committee’s approval
on the Expanded Newborn Screening legislation by KDHE. It was seconded by Senator Journey and the
motion carried.

Chairman Barnett announced that the final item on the agenda was for the Minutes to be approved for the
Senate Public Health and Welfare Committee on January 16, 2007.

The Chair noted to delete ‘as amended’ on the first underlined action.

The motion was made by Senator V. Schmidt to approve the Minutes with the changes announced. It was
seconded by Senator Gilstrap and the motion carried.

Adjournment
As there was no further business, the meeting was adjourned at 2:20 p.m.

The next meeting is scheduled for Thursday, January 18, 2007.

Unless specifically noted, the individual remarks recorded herein have not been transcribed verbatim. Individual remarks as reported herein have not been submitted to

the individuals appearing before the committee for editing or corrections. Pagc 2
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Expanded Newborn Screening in Kansas

Issue Definition

The Division of Health proposes instituting Expanded Newborn Screening (XINBS) in the state’s
mandatory newborn metabolic screening program. The current newborn metabolic screening
program provides screening for all newborns; follow-up for newborns with abnormal results,
until confirmatory diagnosis is made and specialty care is identified, if necessary; and necessary
treatment products and certain medical care expenses for those with certain conditions who
qualify financially. An expanded program will allow early diagnosis and treatment for a wide
array of additional inborn errors of metabolism. Left undetected, these conditions can lead to
chronic illness, mental retardation, and death.

Newborn Screening: Current Status

Kansas currently offers free screening for all newborns in Kansas for four sets of clinical
conditions. These conditions are phenylketonuria, congenital hypothyroidism, galactosemia, and
a set of hemoglobinopathies including both sickle cell disease and thalessemia. Testing is done
by the Kansas State Health and Environmental Laboratory after acquisition of a blood spot on
special paper has been obtained at the hospital. Tests are run seven days a week, and highly
abnormal or ‘presumptive’ results are immediately called by KDHE to the referring physician.
KDHE staff also facilitates follow-up for the affected individuals, and pays for treatment where
such care 1s not covered by other third-party payors. The program has been in existence since
1965, when the mandate to screen infants for PKU was established; three additional mandates in
1977, 1984, and 1990 brought the range of tests to the current slate. In calendar year 2006,
41,601 newborns were screened. Over 5,000 repeat screenings were necessary due to
confirmatory testing and sampling issues.

The KDHE NBS program refers newboms with abnormal results to medical specialty clinics for
diagnosis. The Children with Special Health Care Needs Program (CSHCN) has contracts with
one medical specialty clinic at KC and one at Wichita. After diagnosis, the family may submit
an application to the CSHCN program. For those who apply and are eligible, CSHCN case
management nurses help the family access ongoing medical, treatment and financial resources.
In SFY 06, CSHCN enrollment was 117 individuals with PKU, Congenital Hypothyroidism, an\ﬂ\
Hemoglobinopathies. Enrollment was: 67 PKU (ages 0-55) of which 60 were receiving ;
formula, Congenital Hypothyroidism 45 (ages 0-22), Hemoglobinopathies 5. Some of these /
were linked to medical specialty care, some helped to access public or private insurance
coverage, and others got financial assistance primarily for medically necessary treatment
products such as low-protein formula for PKU. Since the statute was changed in the 2006
session to eliminate free products and to require use of a sliding fee scale, Medicaid and some
private insurers have started covering medically necessary treatment.

" The program has been supported by state general fund revenue. B3§eline cost analysis revealed

that current newborn metabolic screening program costs in FY-06 were $1,088,063. Breakdown
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of current furnding is as follows:



Laboratory Costs, SFY 06
Salaries Operating
SFY 06 $329,948 $ 245, 000
Salaries and Benefits for 6 positions: 1 Sr. Lab Scientist, 2 Microbiologists, 2 Laboratory
Technologists, and 1 Chemist.
Operating cost: test kits, reagents, and training, plus laboratory equipment costs

Follow-up Costs, SFY 06
Salaries Operating
SFY 06 $86,918 $ 6,964
Salaries and Benefits for 2 positions: 1 Public Health Nurse, 1 Administrative Assistant
Operating Costs: communications (phone/postage), printing, supplies, travel

Treatment Costs (through CSHCN) SFY 06
Diagnosis/FU Treatment
SFY 06 $149,630 $269,096
Diagnosis and Followup through Developmental Disability Center at KUMC,
Department of Pediatrics at KUMC, UKSM-Wichita, Via Christi in Wichita, and other
Medical Specialists. Assistance with medically-prescribed treatment costs not covered
by public/private insurance.

It is critical to note that as plans for XNBS programs are being established in Kansas, they do not
in any way imply or infer any retraction of the state’s current commitments. Adoption of an
XNBS program adds an additional level of service over and above the current services.
Screening for the conditions noted above will continue within an XNBS program, as will follow-
up services and funding of needed treatment of affected children. The current fiscal commitment
is maintained under the new proposal as well.

Expanded Newborn Screening

In recent years, scientific advances and technologic improvements have greatly expanded the
number of inborn metabolic conditions for which newborns can be screened at birth. National
experts and the March of Dimes recommend that all newborns now be screened at birth for 28
rare, but treatable, inborm metabolic conditions. The recommended list of conditions is limited to
those for which both a reliable test and effective treatment are available. Identification of these
conditions within the first days or weeks of life prevents the onset of the permanent disabilities,
and sometimes death, which often manifest if these metabolic conditions remain untreated. The
widespread availability and reasonable cost of Tandem Mass Spectrometry (MS/MS) has led to
the implementation of XNBS in the majority of states’ mandatory newborn screening programs.

The conditions included in the recommended panel are listed below. This list of conditions is in
conformance with the American College of Medical Genetics (ACMG) Uniform Screening
Panel.

1. Phenylketonuria 3. Homocystinuria
2. Maple Syrup Urine Disease 4. Citrullinemia



5. Argininosuccinic acidemia 16. Medium-chain acyl-CoA

6. Tyrosinemia type I dehydrogenase deficiency

7. Isovaleric acidemia 17. Very long-chain acyl-CoA

8. Gultaric academia type I dehydrogenase deficiency

9. Hydroxymethlglutaric aciduria/HMG-CoS 18. Long-chain 3-OH acyl-CoA
lyase dehydrogenase deficiency

10. Multiple carboxylase deficiency 19. Trifunctional protein deficiency

11. Methylmalonic academia due to mutase 20. Carnitine uptake defect
deficiency 21. Sickle cell anemia -

12. Methylmalonic academia cblA and cblB 22. Hb S/Beta-Thalassemia
forms 23. Hb S/C disease

13. 3-Methyl crotonyl-CoA carboxylase 24. Congenital hypothyroidism
deficiency 25. Biotinidase deficiency

14. Propionic academia 26. Congenital adrenal hyperplasia

15. Beta-Ketothiolase deficiency 27. Classical galactosemia

28. Cystic fibrosis

Conditions 1-20 are considered inborn errors of metabolism. Conditions 22-23 are
subcategories of Condition 21; all three are referred to as “hemoglobinopathies” and are
commonly counted as one test. Conditions 24-28 are grouped together as “others.”
MS/MS is used to screen for conditions 1-20. Various laboratory methods are employed
for conditions 21-28. Of the conditions currently screened for in Kansas (see above),
testing for all but Phenylketonuria (PKU) will continue according to current protocol.
PKU can be reliably identified using MS/MS. Using MS/MS for PKU screening is the
preferred method; therefore, the PKU screening protocol will be modified.

Implementing XINBS in Kansas: A Proposal

At the behest of the 2006 Kansas Legislature, the Division of Health convened an
advisory group of concerned stakeholders to draft a plan for implementing XINBS in the
state. Various parties were represented, including Medicaid, the Kansas Hospital
Association, insurance trade groups, the Kansas Chapter of the American Academy of
Pediatrics, and appropriate KDHE staff. Over the course of three meetings, the group
became educated about XNBS implementation in neighboring states; the laboratory
processes, follow-up protocol, and treatment requirements associated with the conditions
on the recommended screening panel; funding schemes employed in states currently
using the recommended panel; and, the proposed funding requirements for implementing
an XNBS program in Kansas.

The proposal is the result of this collaborative process and has been subject to the
concurrence of these interested groups. Baseline cost analysis revealed that current
newborn metabolic screening program costs in FY06 were $1,088,063. Breakdown of
new costs was estimated as follows:
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New Laboratory Costs: $882,405
Leasing Arrangement for Tandem Mass Spectrometry equipment, test kits,
reagents, and training: $450,000
Other laboratory equipment costs for new non-MS/MS screening: $223,598
Salaries and Benefits for 3 additional laboratory staff: $208,807

New Follow-Up Costs: $116,537
Salaries and Benefits for 2 additional follow-up staff (Nurse III, Administrative
Specialist): $95,276
Operating Costs/Supplies: $21,261

New Treatment Costs: $191,000
Necessary treatment products (metabolic formula, medications, certain
treatment services): $160,000
Medically Necessary Foods: $6,000
Contracts for Consultants: $25,000

B

Total Cost: $1,189,942 )

sl
As noted-abeve,-implemenfing an XNBS program utilizing MS/MS screening technology

will require $1,189,942 in new total annual funding. A fee of approximately $30 per live

birth would be assessed to fund the new laboratory and follow-up costs, generating
§$1,170,000 per year. An additional $191,000 in State General Fund (SGF) revenue will~ .
be required to cover new treatment costs. '

Two important cost issues were reviewed in constructing the final proposal. One is the
use of the State Laboratory versus outside contractors to conduct the screening process.
Based upon the reviewed experiences of other states, the working group concurred that
this testing be performed by the state laboratory. While private companies have
historically provided low costs bids for these services, upon expiration of the initial
contract period negotiations normally result in renewal at a significantly higher rate. In
addition, once the capability to provide the service has been discontinued by the state
laboratory in favor of outsourcing, the ability to re-establish the service is unlikely
without a significant expenditure of funds and time required to recruit and train staff.
This leaves the state in a position of negotiating with potential vendors without a viable
option but to accept the most favorable proposal. Recent history in the State of Nebraska
suggests this may not be a desirable option. The State of Texas recently compared the
costs for outsourcing these services vs. costs for having the tests performed by the state
laboratory. The result was continuation of the testing program in the state laboratory.
Noting that 33 states currently perform newborn screening tests “in-house” provides
further evidence that this approach is preferable.

A second concern related to the “per-live-birth” fee to be charged for newborn screening.
This fee was calculated to be $30.00 per live birth in Kansas. Our fee was constructed to
cover reasonable costs expected with the XNBS program only, and not to supplement
other funds or programs. In the other 50 states and the District of Columbia, the mean
fee for newborn screening is $45.77. When the five states and DC, which charge no fee
for screening, are excluded from the calculation the Kansas proposed fee is far below the
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mean of $51.88. The proposed fee would rank 38" in the nation, including those states
performing screening for free. The workgroup felt strongly about being good stewards of
the public dollar, and the establishment of a “bare bones™ fee reflects this orientation.

The following outline summarizes the proposal:

Fee: $30/live birth
o Covers new laboratory costs, initial and repeat screenings, (confirmatory
testing), and new follow-up costs.
o No treatment costs included.
Billing:
o Medicaid would be billed directly by KDHE
= Estimated cost to Medicaid: (40%)(39,000)($30) = $468,000
= KHPA Staff have confirmed the ability of MCD to fund these costs
o Hospitals would be billed by KDHE for non-Medicaid births
o Hospitals and 3" party payors will negotiate as per tradition
Timeframe:
o Window for implementing expanded screening is Jan-July/2008
= Dependent on state budget/legislative process, hospital/insurance
negotiations
Start-Up Funding:
o Will be necessary for the required program staff to be hired, trained, and
ready at the time of implementation
o KDHE program staff will investigate possible grants for start-up funds
o KDHE will include a $191,000 enhancement for the FY 08 budget
Educational Materials:
o State will continue provision of education materials per statutory
requirement
o Costs for materials are already included in BCYF proposed costs

Legislative Implications

Legislative approval is needed to make the statutory changes required to expand Kansas’
Newborn Metabolic Screening program. K.S.A. 65-180(b) states that newborn screening
“services shall be performed without charge.” This language must be removed and
replaced with a statement granting the Secretary of Health and Environment the authority
to establish a fee, per live birth, for the newborn metabolic screening program. In order
to allow enough “lead time” for KDHE laboratory staff to gain competence in MS/MS
procedures and to permit hospitals to include the anticipated costs in annual negotiations
with third party payers, the effective date of the legislation will be set as July 1, 2008.
Legislation will include a “cap” on the fee to be assessed at $30.00 per live birth.

Additional statutory language establishing an official Newborn Screening Advisory
Committee, which will advise the Secretary of Health and Environment regarding issues
related to genetics and heritable and congenital disorders, is necessary. Committee
membership should include representatives from professional groups, affected trade
groups, affected agencies, legislators, consumers, and interested members of the public.



The Committee’s charge includes evaluating the operations of the program, determining
the optimal staged approach to allow additional tests to be added to the screening profile,
and assessing current fee structures and making recommendations for change.

Impact on Other Agencies

The advisory group recommends that KDHE bill the Kansas Medicaid program directly
for the per-live-birth fee included in the needed statutory changes. Therefore, KDHE and
the Kansas Health Policy Authority will need to arrange an appropriate mechanism for
billing and payment. The Kansas Medicaid program is aware of these changes and will
assist KDHE in organizing an appropriate protocol.

Fiscal Impact

Treatment for children diagnosed with conditions new to the screening panel is estimated
to cost $191,000 in SGF annually. This cost is in addition to the nearly $450,000
expended from SGF for treatment of the six currently tested conditions. The conditions
to be added to the screening panel are very rare. By adding 23 additional conditions to be
tested, it is estimated that the number of children identified annually may potentially
double from the number currently being identified on the current testing panel.



Expanded Newborn Screening
for Kansas

Howard Rodenberg MD MPH
Direclor, Division ol Heallh, KDHE
Kansas Slala Heallh Officer
Senale Commlllee on Public Heallh and Wellare
Jaunary 17, 2007

Expanded Newborn Screening

« What is it?

+ Current Status

+ Expanded Screening
» Consensus Report

+ Legislative Initiatives

+ Fiscal Considerations

What is NBS?

+ Methods of antenatal diagnosis for time-
critical conditions

* “Inborn errors of metabolism”

« Inability of bedy to construct or utilize a
required substance

+ NBS allows early detection and treatment

with decreased long ~term human and
fiscal costs




NBS in Kansas: Current

= Testing for four conditions
— Phenylketonuria
— Congetial hypothyroidism
— Galactosemia
— Hemoglobinopathies (sickle cell, et al)
= Done free of charge
- Screening, follow-up, and some treatment
costs borne by state (FY 06
+ (# clients served?)

Expanded NBS (XNBS)

« Based on Tandem
Mass Spectroscopy

* Multiple additional
rare conditions

+ “State of the Art”
- National standard of

care (only 5 states do
not offer now)

Legislative History

+ Needs recognition

+ National consultation

+ 2006 Session, HS for SB
579 (Means testing for
PKU treatment; fees for

- NBS)

+ Legislative requesl for
details of implementation
(HB 3021, Adj. #9)

+ Report due to legislature
lhis session

XNBS Working Group

+ KDHE (DOH, DHEL)
+ March of Dimes

+ KAAP, KMS

+ KHA

+ KHPA

+ Insurance companies
+ Parents

+ Four meetings over
past 10 months




Working Group Findings

Expansion of XNBS needed

29 additional conditions

“In-house” laboratery capacity
Cost-sharing between state, hospitals, and
third-party payers

$30.00 per live birth charge for screening
and follow-up only

Treatment costs ($191,000) from SGF

Working Group Model

+ Included in package

+ Highlights include:
— Ability to charge fees for XNBS
— Statutory cap on fees
— Advisory body to oversee
—July 2008 implementation

+ No alteration in current services provided

to Kansas newborns

Plans for Implementation

Share findings and recommendations with
legislature

Proposed legislative language includes
changes recommended by working group
model

Follow-up GBA for start-up and treatment
cosis

Begin July 2008

Thank you!

We appreciate your interest and
support!
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; March
Newborn Screening Tests by U.S. States, 2006 of%imes

Saving babiettogrther-

E More than 20 core conditions (31)

[ ] 1020 core conditions (12)

! Fewer than 10 core conditions (8)

Y Hatch marks indicate testing for seme
s conditions required but not yet implemenied.

Source March of Dimes. Tiata reported from NMNSGRC as of June 1. 2008,
2006 March of Dimes Birth Delects Foundation. All rights reserved
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Pennsywania . - - - - B - B B B B B B B B B B B B B B [} B - - B B 8 B
Rhode Island . . L] - e | e - c c c ® [ € c c c c c [ c c c c c . . ‘. c D
South Carolina . . = . - . 3 . . . . L] - 3 - . . - . . 03 3 a - - s - . ®
South Dakuta - - - - - - - A - - L . - - - . .. - - - - - . - - L3 L ] - - - -
Tennessee e o = . - . - e ‘. - s . ~ = . ™ - - . - » - ° - - - - . . s
Texas e L3 ® . L c - c c c G c c c c ic c c c c [+ c c c c . ¢
Utah ® . . - - ] . . 0 . . . . . . . . . . . . ] . 0 - . . . -
Vermont = - . . 3 0 . . - - . . ‘. . - - - - . ‘= » s - - - L) . D D D
Virginia | . E . ] - . ‘. . . e . . - - 3 s - - 0 . . - - - - - L) .
WNashington | . . . . . L4 . s . . . »
West Virginia . . . . . x H
T
Nisconsin . - s . r - a . . . - - - - - . - - [ . - - - - - . . - - -
Nyoming - L] - = - . R - c c = c c < c c c G c c c c c c c c s c A A A

@ - Universally required by rule or law A : Universally offered, not yel required B : Offered to select populalions or by request
C : Testing required but not yet implemented D : Likely to be detected as a byproduct of MRM screening

The portion of this chart detailing each state's specific test panel has been "borrowed" from the chart available at the National
Newbarn Screening & Genetics Resource Center website: hitp://genes-r-us.uthscsa.edu/
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Additional Information

i
& ‘ ¢
Mandatory # Births Lab Fee Test Fee Charged to? 18 Covera)
Screening Mandat
STATE
Alabama Mandatory, religious examption 60,000 AL State Lab, state owns all equipment 5123 Charged to the hospital or Medicaid Fee 15 rolled into maternity fe:
Alaska Mandatary, religious exemption 10,000 Oregon Public Health Lab 555 per birth Charged to who collects first specimen iYes, Medicaid covers full cost
530 for fi , 340 for seco
Arizona Mandatery, rules require docs to order the screen 195,000 Contract with own State Lab or first screen, 54 nd Charged to haspital by invoice: Insurance companies will covi
screen routine screens.
lArkansas Mandatory, religious exemption, pastor must sign  $38,000 AR State Lab $14.83 Charged to hospital Not sure, Medicaid pays
i H Contract with 8 labs, supervised by state lab, which {378, will probably increase when GF N
California Mandatory, religious exemption ESﬁo,uuU i e o teale and Biot, up (o 585 Charged to hospitals Rolled into hespital birth charg
H :Hospitals have the responsibili
H Hospital buys specimen cards up frant
Ma ht to reit 68,000 State Lab bably I MSIMS 360 H
Colorado ndatory, nghl to reiuse co , probably leasing machine which covers nitial and second screen, ("SCOUP GOSIS from insurance, 1
:Mo, most insurance companie:
Connecticut Mandatory, nght to refuse 44,000 Depantment of Public Health State Laboratory 328, fes baing reviewed Charged to birth facility :portion as part of pre-determin
:payment to hospitals
D.C. Mandatory 15,000 iNone NIA EY7S
Elns Commissioner just releasie
Delaware Mandalory, religious exemption 10,500 DE State Lab, leasing agresment for MS/MS 564, to 578 July 1 (for CF) Charged 10 hospitals bulletin® stating that insurance
‘companies should pay for scre
(not force of law, but generally
Florida fMandatory 205,500 L State-Lab 515
& N GA State Lab, participates in leasing agreement for iMo fee currently, just passed leqislation 0, will likely be rolled into mot
Georgla Mandatory, religious exemption 7135'000 reagents and equipment (MS/MS) to allow 340 per baby 1/1/07 Will be charged la hospitets fees, state will cover Medicaid
Hawaii |Mandatory, religious exemption 18,000 Contract with Oregon State Public Health Lab 547 Charged to whoever orders test kiis ::zuﬁ;:: s:(r:ril‘zag:ies Severity
i i
Fob/Iot one Soen, HAGHLY Haspitals purch: kits for 2 test i d far by 3
Idaho Mandatory, right to refuse 22,000 Oregen Public Health Lab ‘recommended ta do second screen P 3se K Z1esls per  :Two tests are pad for by insurz
infant. edicaid
{tatal $48)
Illinois Mandatory, religious exemptian 180,000 IL State Lab, all equipment owned by slate 347 Charged to hospitals Hospitals recoup costs as they
Indiana Mandatory, religious exemption IN State Lab $62.50 iCha{ged to hospitals
lowa Mandatory, night to refuse 38,000 |A State Hygenic Laboratary 376 Charged to hospitai Hospitals recoup costs as they
Kansas Mandatory, religious exemption 40,000 KDHEL None NA A
Kentucky Mandatory, religious exemption 55,000 KY Slate Lab, MS/MS is owned by state $53.50 Charged t'o the naspital per birth No, hospitals recoup as they ca.
g 2 65,000 pre Katrina, more like State has an approved list of Iabs {l.e Pediatrix) Charged to the medical provider who EMedmmd patients are charged ¢
1/08
Louisiana Mandatary, nght to refuse 60,000 now State also has an arrangement with lowa post-Katrina Salian BHAN completes the screening ‘to Medicaid
No, but usually rolled into inpatis
" al pa il
Maine Mandatary, right to refuse 14,000 New Engiand Newborn Screening Program (U Mass) 352 (cost of filter paper) ::g:':“ Pays state for filter paper up- charges. Insurance companies
to pay for foods and fomula
. & Hospitals recoup costs, all hosor
O F = = Lab letes A all e
tlot mdncatory. equites Informed.congent, Fevr 0.000 (many interstate births) M0 Stile b complele _tEStlng Gt el Charged (o hospitals, hospitais charged iare set by a commission. Famili
Maryland than 5 refusals per year. Very delailed bookiet Pediatrix is also licensed if hospitals contract with 542
:Only 68,000 are MD residents for the number of babies. cannct pay or is without insuran
provided therm (cheaper).
are done far free.
e No, most insurance companies |
12 screens mandatory; 19 and CF are optional, Charged to hospital: charges passed on
A 2 ' : N Sereening P UM h s
Massachusetts religious exemption 82,000 ew England Newborn Screening Program (| ass] 1554.75 per birt o pabients Tva ot wais portion as part of pre-determinet
* payment to hospitals
SR H % . ill increa: ficantly th i
Michigan Mandatory, o formal waiver 126,000 Mi State Lab, most equipment is less=d 556.83, villincrease significantly this {0y e to hospitals MEdicaxl has A rsimbliisemen;
year (520) recoup as they choose
9 Mandatery, nght to refuse, nght to have specimen Mayo Clinic for MS/MS, all others done by MM State )
0,000 1 L s L
Vinnesota destroyed after 24 months 70, Lab 56 Hosoitals purchase test cards up-front iled into hospital maternity fee
Vississippi |Mandatory, religious exemption 42,000 Contract with Pediatrix S70 Charged to hospital Hospitals pass on cost in some n
dissouri Mandatory, religious exemption 77,000 MO State Public Health Lab 550 Hospitals purchase filter paper upfrant  iHospitals recoup fee in patient cf
340 for mandatory, optional tests,
4 LM ol . MSIMS test gron nced Hospital billed
fontana are Mandatory, rest of the ACMG are available 11550 MT State Lab, Wi lab does MS/MS groups are pi ospital billed for mandatories by staie Bundled with hospital costs

as optional

individually, total 1s 337.88 for oplional
panel

:lab, WI daes its awn billing
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Follow-Up Other Details

Short term follow-up done in-house untl an infant 1s determined to be in a “system of care.” Some of state's consuitants may keep up with
baoies longer. State will pay feor formula and medical foods if families cannct afford and insurance won't cover.

well

Specialists at Oregon Health Science University fallow up with abnormal results. Insurance companies mandated to provide formula/foods, but
state has stop-gap capacity for PKU formula

Fallow-up staff in nause, contract with specialists for treatment  Law requires insurance Mandatory second screen (5-10 days of age, screens
companies to pay the first $5,000 of formula/medical food. NAS program is payor of last :accepled up to 1 year of age}. Planning to add CF
result. next year.

2 nurses an staff to follow up, recommend that babies are tested at Children's Hospital fer final diagnosis. Insurance companies must assist in
paying for food.

Mast follow-up Is contracted out to 7 follaw-up centers, 2 through Kaiser Permanente others housed in medical schoals. State has
pregrammatic oversight. Stale does not pay for food or formula, WIC covers farmula for those who quality.

a
ficaid,

Abnormal results for metabolic disorders are reported to metabolic cenlter at Chilgren's
Hospital in Denver. U of C Health Sciences Center follows up for all hemaglabin
Contract with Ped, Endocrine unit at Children's for CH or CAH, make phone call to PCP
ta get PCP intervention started . Mo state § intervention to nelp with metzabolic foads
other than WIC (fermula)

Expanding on 7/1/06 to ACMGIMOD: Half of fes pays
for screening, rest is used lo fund statewide genetics
clinic, and partial funding for metabolic reatment
center, etc. Mandated second screen at 2-4 weeks

Varies by disease class/results, sometimes just take second sample, sometimes immediate referrals to state’s treatment centers. State does not
provide formulas, but there 1s an insurance requirement to pay for metabolic foods

owed)

State has 3 "formula fund” lor PKU babies, or any other special foods conditions 2 screenings are mandated: 1st at 24 nours after
Insurance covers foods for the mast part, but it 1s not mandated birth; 2nd at 7-28 days after oirth

Follow-up provided by medical specialists at regional genetics/metabolic: clinics, and blood disorder specialists.

thaby
ses

Contract with Emery U to fallow up fer Endocrir and Grad College of Georgia for hemoglooin. Contractor follows upon
aonormal screenings. State provides formula, elc, for short-term follow up for all metapclic conditions, and bills to insurance when possible,

iant of

In-house follow-up staff. Staff makes sure PCF consultaion 1s made. Families wno are
financially eligible are brought to Honelulu for treatment through CSHN. State law Exploning adding CF, which will raise the fee.
requires insurance ta pay 80% of medical foods and formula

e and

Oregon Public Health Lab does the follow up. If they cannot find the PCP, Oregon will call Idaha for assistance. OSU physicians do clinics in
ldaho.

Requesi repeats for borderline cases. Follow up staif contacts PCP for positive cases,

1e next steps for diagnosis, help make relerrals o specialists. State pays for Will add CF within a year, nopefully
metabolic formulas, no foods, Mo insurance reimbursement

Lab contacts PCP with positives. Positives are referred to the metabolism clinic at IU Medical School. CSH Services provide formuias.

lowa is starting a short-term and long-term follow up system. Abnormal screens are directed to the short-term follow-up nurses, who contact the
appropnate medical consultant. Repeat screens and confirmatory testing are completed as necessary. Dr, Sara Copeland is the anly metabolic

cases are followed up by a nurse practitioner and a medicai specialist. Food and formula are provided along a sliding fe= scale, but also always
attempt to bill insurance first.

KDHE staff notify physician of record it abnormal screening result. Every attempt is made to connect the infant with a medical provider for
ecessary follow-up care. PKU formula and

:3 nurses follow-up for abnarmal screenings, contact PCPs, make recommendations for add'l labwork and specialist referral, follow up for case

resport documents with final diagnasis. State pays for metabolic foods/formulas for the uninsured. Law is in effect requring insurance
companies to cover metabolic foads/fermula.

ocily

State has fallow-up staff in-house to connect infants with treatment. State pays for metabolic formulas and medications Currently seeking
insurance and medicaid reimbursement.

Juired

Insurance mandate for metabolic faods and fomula, WIC pays for formula, Medicaid pays for formulza. 2 melabolic centers in the state are
coniracted to provide services. Families referred to them without away o pay are covered by grant funding,

! rates;
swhi
tests

Qo

State completes all foillow-up no matter which Iab is used. Stale does not provide
medical foods and formulas State has designated treatment centers; babies are referred
to the treatment centers. Insurance companies required to cover metabolic faods and
formulas, and any other treat Ii y for i . State will provide
farmula for families in extreme need: families are asked o reimburse when they are able,
Nutritionist services provided at no cost by state. State also monitors biood levels

Screen all babies born in MD and most babies born tof
MD outside MD (2. system, 2nd
specimen done by PCP)

For a disorder to be included in the list, the following
New England Newborn Screening Frogram completes the follow up fer individual must be true: 1) the disorder is trealable, 2) there is a
conditions, formula and foods are covered by third parties gocd test, 3) early medical intervention would benefit
the infant.

Half of fee money goes to lab, the other half is for "follaw up and mediczl managsment.” Funds pay for follow up staff and some funding ta 3
medical management centers, which make the diagnoses. There are also some genelic couseling. State pays for ail formula {no age limit now,
but will probably restrict males over 21). Trying to pass a bill to réguire insurance companies to cover formula

Follow up far abnermal results. PCP and specialist are usually both contacted PCP is responsible for sefting up follow-up testing and referrals
as necessary, warked out with the specialist.. The stale notifies specialists through secured website at the state's treatment centers, specialist
canfirms follow-up through the website so the state can keep track (depending an the disorder). State does not provide formulas or metabolic
foods Medical assistance programs do pay for foods and formulas. Stale regulated insurances are mandated to cover PKU foods/farmula, but
25% of alfecled kids have insurance from companies administered outside the state Newly-tested disorders are not covered under the
mandate. Develoging a resource for insurance companies o strangly suggest payment for treatmnts for ather disorders

inner

Teams in each public healh districts {9) plus a team at the state cfiices  Teams include a nurse and a social worker, who create contact with the
family and PCP. Some specialist contacting 1s done oy the state office staff. CSHN and WIC cover formulas

rgas

All abnormal screening results are followed up (everything except hemoglobinopathies) by contract with 4 genetic tertiary centers
Hemoglobinopathies are foillowed up by contracted hemoglobinopathy centers  Stale provides melabalic foods/formulas if families meet income
requirements. Payor of last result  State law requires insurance to provide formula up to € years of age,

Newborn screening resulls are not yet compared to birth certificales. Stall attempts to contact birth facility and/or physician of recard Family
contacting is the requirement of the lacility/attending physician. If the birth is unattended state 1s not allowed to contact family. Insurance
companies are required to pay for PKU formula and medical food until age 18




Additional Information

A .nce Coverag
Mandatory # Births Lab Fee Test Fee Charged to? s ¥
Screening Mandai
STATE
n
Nebraska 8 Mandatory disorders, the rest is optional 25 500 Cantract with Pediatnix :jnz\':::) P with oc without Charged to hospitals Rolled inta hospital maternity
Nevada Mandatary 35,000 Cantract witn Oregon State Public Health Lab s
No, most insurance companie
New Hampshire [Mandatory, rignt to refuse 14,000 New England Newborn Scraemng Program (U Mass) (540 (cost of filter paper) ::3:1;’"3' pays state for filter paper up- portion as part of pre-determir
payment to hospitals
" ’ i Hospital i
New Jersey Mandatory, religious exemption, infarmed dissent. i111,000 NJ State Lab, state owns all equipment 571 perinfant ”g:lp' als pay state for filter paper up- :Ralled into malermity charge a
New Mexico Mandatory, initial and:second screening 27,300 332
New York Mandatory, religious exemption 250.000 NY State Health Depanment Laboratary No fee NIA N/A
. i , no 3
North Carolina Mandatary, religious exemptian, Ao mformed 120,000 NC State lab, equipment owned by state 514 Charged to patients through the hospitalt - c0'c21d COVErS. Ins companie
consent generally cover it
North Dakota |Mandatary, religious exemption 8,000 iContract with University of lowa laboratory $42.50 Charged to hospital :i;"u‘:“g';f: manate; hoapet:
& {Mandatory; religious exemption, parents must be -
Ohio joiven. educational materials prior to testing 45000 OH Putilc Health Ll
558.23-380.71 —basic panel is
Qklahoma Mandatary, religious exesmption 50,000 OHK State Lab mandatory, additional screens are Charged lo hospital Hospital bills insurance/medicz
optional
. . : = at hospital, at 2 5
Oregon Mandatary, religious exemption (not advertsed)  :46,000 Qregon State Public Health Lab 15;":;; bemieein Pl at ospitals purcnase test kits up-front
iospitals have individual arrangements No. most insurance compa
< 7 : “with U M d P it e
Pennsylvania Mandatary, religious exemption 140,000 Mass or Pediatrix (hospital's choice) 5 core lests at state's cost ith U Mass and Pediatrix to offer portion as part of pre-determin:
optional expanded screening to b R ot
newbars for a fee Paymentiohoepdtals
Rhode Island Mandatory 13,500 New England Newborn Screening Program (U Mass) {5110, annual inflation-based increass Charged to hospital Yes
: Mo, most insurance companies
South Carolina Mandatory, religicus exemption 50,000-60,000 SC State lab $42 per birth iCharged ta hospitals portion as part of pre-determine
payment to hospitals
:State has no control over how
|South Dakota Mandatary, no prowision for parental refusai 11,000 Contract with Sioux Valley Clinical Lab (SVCL) 30916 Charged to hospitals by lab passes gn fhe fee, but state s r
aware of any insurance compar
denying reimbursemant
Tennessee Mandatory, religious exemption 78,000 TN State Lab, leases some $47.50 Charged to the hospital
3 H i The state "recommends” that al
9% -1
Mandatory, ane after 24 hours, second at 7-14  1388,000, screen onlly about $19.50 now, will go up when MSIMS 15 io0 1+ 21 Medicaid. 10% unansurea. & et of Sore
Texas TX State Lab Test kits purchased up front by hospitals
days, religious exemption 374,000 initiated in November 2nd PCPs Refusals are to be submitted to
laboratory services section
Mandatory, religious exemption, at 2 days and 7- Some in UT State Lab, MS/MS contracted to ARUP in =S N
t and
Utah 28 days (2 screanings mandated) 53,000 Salt Lake 565 for firs second Bllled to institution of birth Hospitals rall fee inta nursery cr
isaa.aﬂ perinfant repeat testing at no  :Charged to hospital (or Dr. if completed END‘ but medicaid covers the tes'
England N P M & .
Vermont No 6:200 New England Newbom Screening Program (U Mass| ‘additional charge at Or. office] {Insurance companies pay some
No, most insurance companies |
Virginia Mandatory, religious exemption 100,000 VA State lab, all equipment owned by state Charged to hospitals Pportion as part of pre-determine:
payment to haospitals
WA State Newborn Screening Lab, also suggests that
| il
Washington ?M?:d:lﬂ;\';(frzl:.g"E'U;z;;f:qpl:;é:%t!m RHEEE Eg,‘ggf;j'sn%ze;:; a1y, And.atg parents interested in expanded screening contact 567.50 per infant Billed to hospital No, rolied into hospitals billing
A ! aly e o ¥ 9 Pediatrix, Baylor. Mayo, or State of Colorado labs
West Virginia Mandatory, right of refusal (infarmal) 20,000 WV State Lab, some equipment is leased covered under black grant money
$69.50, 539.50 1s lab fee (goes back lo Usually covered by insurance, iz
" o F WI Slate Laboratory of Hygeine/W| Newborn lab), 530 is surcharge for providing e are lold to contact state if unabie
0,000 it h: it
Wisconsin Mandalory. religious exemofion 70, Screening Lab, all equipment owned by state formula and treatment, confirmatory Facilites purchass cards up-fron payiuminsured (Ihe state health ¢
testing, etc. pick up the cost)
% Mandatary, parents must sign ta receive OR .
5 i o
Nynmmg S o S 6,300 Colorado State Laboratory 545 Dbilled to hospital for initial screen Bundled into hospital charges
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of Fallow-Up Other Details

‘Active follow up Child 1s tracked until a full diagnosis is made and treatment has started with PCP or specialist. State pays for ail metabolic
i cformula except for what insurance reimourses, plus 52,000 for foods per person per year.

;Oregun state Iab nurse is contracted to do most of the foilowe up to contact physicians, etc If a problem occurs (family can't be contacted,
pnysician doesn't want to be Invalved), then the state tracks the family down and get the treatment process slarted  State pays some partion of
:metabolic foods and formulas

L State provides shor-term follow up {tracking diagnosis) to ensure contact with PCO and Specialty cars. Slate does not provide any foods or
formulas. There is a mandate for Insurance companies lo provide formula for kids with metabolic conditions, and up to 31,800 for foods.

Follow-up staff in house, refer to “specialists” at treatment centers. Cases are not closed until a final disposition is reached. State gives granis

342! Lo tagilities for formulas and metabolic foads

iFollow-up completed in-house  Most formula and foods are covered by insurance (Medicaid covers),

ER:apcaals requested if necassary. Abnormal results. MS/MS are followed up by UNC Chapel Hill, State does hemoglobin and non MS/MS
:disarders. State has funds to cover metabolic formulas far families who qualify financially

Follow up completed in-house with assistance from U of lowa metabolic consultant, follow up conlinues until a diagnosis is made or narmal
resullis achieved. State provides formulas and metabolic foods for everyone requinng them. Insurance companies are required to heip

zAbnormal results are reported fo.the PCP fisted on screening form.. Repart is faxed.to PCP's office with information regarding specialists for
tollaw-up tasting and treatment. Regional melabolic specialist teams.and pediatric-endocrinologists are identified for follow up care. The state
:provides formula to 400 individuals per year for PKU and'homecystinuria.

Abnormal results fonwarded fo state staff, Diagnostic testing is pursued for presumptive cases {followed until diagnosis) Long-term follow-up
ceordinalors (by type of condition, hem., metabolic, endocrine) follow cases in the field Maving to a system where the specialist completes
diagnosis, state venifies that patients are seen by specialist CSHN pays for formula up to age 21, medicaid aiso pays (PKU formula). Separate
2dult program—state pays PKU formula for adults. No current preference system.

fate.

Medical consultant for 2ach kind of disarder (hem. metabolic, endacring), and the consultant discusses the case with the PCP once state staff
has verified that the carrect PCP is identified. Cases are followed until diagnosis is made  State deesn't provide metabolic foodiformulas, but
Insurance companies have some sort of coverage mandalte

ollow-up continues until diagnosis is reached. Stale pays for PKU formula until 22nd birthday, unless pregnant or might become pregnant

:Cantract with WNA for reporting and short term follow up (lab contacts VNA). VNA makes contacts with PCP and specialist. State has some
funds to help pay for formulas/metabolic foods if insurance won't cover.

State follows PKU for continued bloed level testing. Once patients have been identified with their PCP and a specialist, state doesn't foliow
anymore (except for PKU or Galactosemia). State provides PKU formula for all (including pregnant woemen), also the supplement bars.

uital  iShort-term follow up, until abnormals are confirmed negative or positive, state provides
information to PCP aoout available specialists, etc. Formulz/metabalic foods are done on: Expanded from 3 to MS/MS, plus CF optional on June|
4 case-by-case basis, depending on whether the family qualifies for assitance programs, i1, 2005

elc

Follow-up staff in-house, stale contracts with treatment centers by region. TenCare pays for some fermulas, foods. Some insurance companies
cover foods/formula

Foods for PKU and homocystinura are provided for free or reduced costs ta anyone "as
i funds allow." (350% FPL) Staieis payor of last resort. State provides follow-up to
connect patient with PCP and specialist information as necessary,

Test panel expansion deadlines (o ACMG 27)
111/06

Abnormal results are reported to follow-up staff. All PCPs are notified of abnormals, and State tracks until end disposition is reached and
specialist has been identified, State provides some funding for PKU formula. State law requires insurance to cover cantain metabolic formulas.

Metatolic Clinic pravides home visits far patients who test positive from a nurse and nutritionist Chilaren are followed until age 21, funded
through Title V CSHN program. Some of the mast ill childran receive treatment out of state, case management continues. State will continue to
nelp pay for services received out-of-state. CH children do not receive the same follow up once they are fully diagnosed (1-2 weeks) and under
PCP care. Foodsiformulas must be covered up to 32,500 annually by insurance companies. CHSN will cover the difference until child is 21
State will order foads for families, state has arrangements made with companies for lower prices.

.a
rition

:
a.

3-tier system. Abnormal (grey area) resuits are repeated. Follow up for & months to get a repeal. Crilical resuits are resported to PCP or
metaboiic consultant. Have funds for income-eligible infants, alse Care Connection for Children assist families with insurance issues, finding
foods, etc. State also contracts with metabolic treatment centers for care, etc. 3 centers.

All infants foliowed to insure that treatment is stafed. Some treat clinics are and hemoglabin), and are tracked
longer. Endocrine conditions are not followed. Some formula is subsidized, but primarily billed to insurance and Medicaid (salety net only).

{in-house follow-up staff, short-term foliow up to PCP and specialist if needed  State pays for tormula. Looking to create an insurance
‘eimbursement system for formula

es fPKU formula and foods are provided free-of-charge to families. Also, children identified with a genetic disorder

through newborn screening are referred to specialty clinics for treatment and genetic counseling.
1 will

Abnormal result: certified letter lo PCP, continue checking ta ensure fallow-up screening |
Is completed, Contracted with Biochemical Genetic Counselars n Denver to provide
consult to physicians about MS/MS screening. resulting treatment, etc. Provide copies Dr;screenmg
treatment algonthms to PCPs, etc. State provides formulas, means testing at 200% FPL i
Medicaid/SCHIP also pays. i

Starting MS/MS on July 1, fee will rise te $70 for initial




