
GENETICS AND NEWBORN SCREENING ADVISORY COUNCIL MEETING

The Genetics and Newborn Screening Advisory Council meeting was held in Jacksonville on Friday, January 15th, 2010 at the Dr. Sowder Public Health Museum, 1217 Pearl Street Jacksonville, FL.

Members Present:
Paul Pitel, MD, Chairman, Jacksonville

David Auerbach, MD, FHA, Orlando

Joseph Chiaro, MD, CMS, Tallahassee

Roberto Zori, MD, UF, Gainesville
Robert Fifer, PhD, University of Miami

Bonnie Hudak, MD, Jacksonville

Max Salfinger, MD, Tallahassee

Deborah Barbouth, MD, University of Miami
George Fox, Gainesville

Members Absent:

Dorothy Shulman, MD, USF
Melissa Perez, Tallahassee
Julia St. Petery, MD, Tallahassee
Penelope Tiam-Fook, March of Dimes, Tallahassee

Cyril Blavo, DO, Nova SE University, Ft. Lauderdale
Representing absent members:

John Malone, MD, USF, for Dorothy Shulman, MD
Guests:

Linda Carter, PerkinElmer, Inc.

Daniel Denardy, PerkinElmer, Inc.

Alaaeldin Elsayed, Miami Audiology trainee
Vanessa Betancourt, Miami Audiology trainee

Penny Edwards, University of Florida

DOH Personnel Present:

Lois Taylor, RN, CMS, Tallahassee

Laura Coleman, CMS, Tallahassee

Valerie Stafford-Mallis, CMS, Tallahassee

Drew Richardson, CMS, Tallahassee

Allison Westphal, RN, CMS, Tallahassee

Jasmine Torres, Bureau of Laboratories, Jacksonville

Jojo Dy, Bureau of Laboratories, Jacksonville

Ming Chan, PhD, Bureau of Laboratories (retired), Jacksonville

Conference Call (remotely attending)
Melissa Perez

Julia St. Petery, MD

Lori Gephart, RN

Donna Barber, RN

Danielle Plymel, RN

Wanda Perara, Florida Hospital, Orlando
Raquel Martinez, Florida Hospital, Orlando
Welcome/Introductions
Dr. Pitel called the meeting to order at 10:12 a.m. and welcomed everyone.  The attendees introduced themselves. He reminded the council members to return their travel vouchers, that there would be an optional Lab tour following the meeting, to review the minutes from the previous advisory council meeting, and to turn off all cell phones and beepers. 

Dr. Ming Chan provided a short history of the Wilson T. Sowder Public Health Museum. The building was built in 1911 and existed as the State Board of Health Building. In 1992, the building was declared a historical building by the Jacksonville Historical Society and was preserved and eventually restored to become the Wilson T. Sowder Museum of Public Health today. 
Approval of meeting minutes

Dr. Pitel requested the members review the minutes from the previous Advisory Council meeting. A motion was made to approve them, and the motion passed with no dissention. 
Legislative Update:  Dr. Joseph Chiaro
Joseph Chiaro, M.D., provided an update of the current Legislative issues relevant to Children’s Medical Services. 

Due to an increase in Medicaid population, any new or increase in revenue will be negated and Florida will remain in a deficit. Florida Senate President-elect Mike Haridopolos is hosting a jobs fair in the near future to look at creating jobs and improving the economic climate in Florida. However, experts state that it may be two years before Florida experiences any beneficial changes in this area. 
Within CMS, one area of concern lies in the transition issue. Children who are receiving CMS services are having difficulties transitioning into adulthood and society due to a lack in educational training and vocational skills.  Additionally, there are difficulties for these young adults in locating physicians who are willing to treat them. 

There is a program in Jacksonville called “JaxHATS” that assists in easing the transition from pediatric health care to adult-oriented health care for people with disabilities and chronic health conditions.  There are two other sites (Pensacola and Tampa) where programs of this type are being developed, as well as requests for more funding from the Legislature in order to develop other pilot sites.  
There are additional issues with the foster care population who are not receiving adequate or consistent medical care. It is estimated that 50-60% of these children have a significant medical and/or psychological problem as well as suffering from post traumatic stress disorder due to the negative life events of being in foster care. CMS is looking at creating medical homes for these foster care patients to create a stable and consistent base for receiving medical care.  These programs will not require new funding, rather a coordination of efforts between CMS and Department of Children and Families. 
Dr. Zori asked if there are special transition services for children with ultra-rare diseases. Dr. Chiaro replied that if a patient in these circumstances needs urgent medical care, that they should and usually do receive care. Dr. Zori added that many times practitioners do not know how to handle the adult patients with severe pediatric (especially metabolic) medical issues. Dr. Malone further noted that he is part of a transition program for Diabetics and they see even Type 1 Diabetics (a more common disease) who are turned away from practices. 
Bonnie Hudak, M.D. stated that it is difficult to find Pulmonologists willing to care for Cystic Fibrosis patients that are often funded by Medicare and are considered time-consuming - physicians do not want them in their practice either. 
Bob Fifer, PhD agreed that studies show that continuity of care and maintaining the same primary care physician is beneficial to patients in many ways. He mentioned that from a 3rd party payer aspect, there is a push in Florida to transition patients into a Medicaid HMO, and many people get lost in this transition. Dr. Fifer suggested working with AHCA to identify certain groups of people who should not be transferred to an HMO and suffer transition issues. 

Dr. Pitel asked if it would be beneficial for the council to work with CMS to create a list of the diagnoses to include in this suggestion. 
Dr. Chiaro answered that it would be beneficial to list approximately the top 80% of conditions and begin with that. 
Dr. Pitel asked for volunteers in this project. Dr. Zori replied that the most pressing cases are the metabolic cases and the referral centers could handle that. 
Dr. Pitel asked Dr. Chiaro regarding the two years prior when the council saw some difficulties with the Legislature and with potential programmatic cuts - did he see any similar issues this year? 

Dr. Chiaro replied that the governor has been very supportive of CMS and has vetoed cuts in the past. This year, the proposed 10% reduction was not asked of CMS; instead, CMS was asked to review and implement more cost-efficient spending practices. He stated that he always reiterated to the Legislature the importance of CMS programs and case management. It is integral that the council support the issues relevant to the Genetics and Newborn Screening Program and be committed to helping and represent the issues when needed.  
Dr. Salfinger stated that the Bureau of Laboratories does not receive the same kind of protection as the Newborn Screening Program due to their budget and authority sources and regulations. 
Dr. Fifer stated that it would be beneficial to ask AHCA to keep the children under the original Medicaid program instead of transitioning them into the Medicaid waiver program, Dr. Chiaro replied that he would present this suggestion to AHCA. 
Max Salfinger, MD - Update 

Dr. Salfinger introduced Dr. Jojo Dy as the acting Laboratory Newborn Screening Laboratory Director to serve in place of Maria McLeod, who recently left the Bureau of Labs to pursue other interests. 

He updated the attendees on 3rd party HMO reimbursement - in the past some claims were denied. A Legislative Budget Request (LBR) was created to address this.  The Governor’s office in November stated that they were willing to look for sponsors from the House and Senate - the House Bill number is number 619 and the Senate version is number 918.  There is hope for this bill to move through positively to make 3rd party insurance companies obligated to cover certain reimbursement claims. 
Dr. Pitel asked what the process for hiring the new Lab Director and if there was a mechanism for the Advisory Council to provide input into this decision making process. 

Dr. Salfinger replied that there will be a search committee and Newborn Screening Follow-up will be represented. The responsibility to identify the best candidate will be broadly held, and a national search will be conducted. 
Dr. Pitel stated that he would like to formally request representation in the Advisory Council in this important decision. 

Dr. Chiaro asked how much they would bill an insurance company to perform the full panel of newborn screening. 

Dr. Salfinger replied it is approximately $101 and increases slightly with confirmatory and other testing; overall, it remains relatively inexpensive. There was some additional discussion on the savings that Newborn Screening provides in the long term. 

Dr. Salfinger stated that when it is time to form the search committee (for a new Newborn Screening Laboratory Director), he will have a formal request to the chair to delegate a representative from the council. 
The Food Equity Bill - Melissa Perez
Melissa Perez provided an update on the Medical Food Equity Act of 2009 that has been in development by the National PKU Alliance. It is being sponsored by Senator John Kerry. More information can be obtained by visiting the website at: www.thomas.gov, and entering bill number S.2766. The Act was introduced into the Senate and addresses inborn errors of metabolism (IEOM) and the medically necessary food and formulas needed to treat IEOM. The bill mandates coverage by all Federal health programs and plans providing coverage in the private insurance market. The bill is currently endorsed by over 40 organizations. Currently, there is need for support on the House side. If passed, the bill would be a great step towards helping those with IEOM. 

Dr. Malone stated that, in his attempts to request information from legislators, he has found that the bill is not being considered as free-standing he has experienced difficulty having the bill considered as separate from the Healthcare Reform Bill. Melissa Perez agreed with Dr. Malone on the issue. 

George Fox asked what the chances are that private insurance companies will be required to cover these products. There was agreement that this should happen if the bill passes.  
Dr. Zori asked if there should be a plan B in case the bill doesn’t pass or takes more time than planned to move through. Melissa Perez noted that the bill has a good deal of attention, support and advocates that she foresees positive results either way. 

Dr. Pitel asked if the council could provide support for this bill whenever possible, it would be beneficial to do so. 

Dr. Chiaro asked if there was a House companion to this bill, and Melissa Perez replied that it is currently being planned.  

George Fox asked the council how many people there are with these types of disorders that require food and formulas. Dr. Pitel responded that the number is around 1000. Lois Taylor added that the number grows by about 50 per year. 

Dr. Zori mentioned that Congressman Alan Grayson would be an excellent contact and supporter of this bill. There was agreement among the group. 

Robert Fifer, PhD - Update Medicaid therapies

At the last Advisory Council meeting, Dr. Fifer discussed the issue of HMO’s putting severe restrictions on coverage for therapy services. They will evaluate hearing status but will not cover therapy services. In recent years, this has become even more pervasive. In November, there was a meeting between a national organization and the Medicaid branch of CMS. There was a question of AHCA possibly being in violation by allowing the HMO’s to alter their coverage approval with hearing loss therapy services. 
Dr. Pitel asked how the council could help with this issue. Dr. Fifer replied that the best assistance will be awareness and communication. 
The former guideline that as long a child shows documented progress, therapy services will be justified, is no longer in place. 

Dr. Chiaro requested clarification on the definition of “therapy services.”  Dr. Fifer replied that therapy services include speech and language, physical therapy, and occupational therapy for children who are developmentally delayed. 

These children are entering into Early Steps (CMS), but Early Steps has altered their intervention program. The program is now focused on increasing a child’s ability to interact with their environment and teaching parents how to implement therapy services, rather then establishing skills. This prevents some children from making the progress needed. This is due mostly to the financial limitations placed upon the agency in recent years.  
There was some discussion regarding the types of services provided and the increasing budgetary restrictions and the desire to balance the two for the benefit of those in need. It was noted that there is also a lack of oversight in this arena and AHCA is in need of improvement in these areas.
Dr. Fifer added that AHCA has developed a Medicaid integrity branch that requires appropriate documentation for therapy session activities and this could be a positive incentive for future oversight committees and developments.

Jojo Dy - Laboratory Update
Dr. Jojo Dy provided an update on the recent activities and developments at the Bureau of Labs in Jacksonville. 

Information was provided on:

· The new Tyrosinemia 1 test kit: Tyrosinemia type 1 is a metabolic disorder in which fumarylacetoacetate hydrolase (FAH) is missing. The laboratory has moved to a NeoBase testing kit as of 12/14/09. 
· The DBS bloodspot card: consideration of new design that includes more fields for insurance information, data field identifiers, the addition of Creole and Spanish tear-off instructions, and a thicker DBS card. 
· The new automated bloodspot punching cards: the laboratory has new auto-punch machines that will streamline the bloodspot punching process and reduce errors.
· Laboratory move from HPLC (Quantitative Hemoglobin Testing) to IEF (Isoelectric Focusing) testing methods for Hemoglobinopathies.
· Discussion of possibly changing Low Birth Weight cutoffs for CAH from 2000gm to 2500gm and the cutoff from 12hrs to 14hrs. 
Dr. Pitel requested to have the LBW cutoff topic to be placed on the agenda for the next meeting. 
The meeting recessed for at 12:20 for lunch and resumed at 12:55. 
Dr. Chiaro stated that there should not be any issue with continuing to hold advisory council meetings face to face despite the recent in-state travel restrictions. There was agreement that the alternation of meetings from Tallahassee to Jacksonville was successful and should continue in the future. 
Ken Jones, Vital Statistics - Electronic Birth Registry 
Ken Jones and Jana Duffy from the Office of Vital Statistics provided an update and demonstration on the implementation of the Electronic Birth Registry (EBR.) 
The program is currently in 74 out of 117 birthing facilities, is currently registering approximately 74-75% of births electronically in the state of Florida, and is projected to be completed by June 2010. 

Jana Duffy gave a presentation on the process of registering a birth electronically.  
Ken Jones stated that Florida is the only state recording the entire birth record electronically (including maternal/paternal acknowledgment). 
Dr. Zori asked if there was any benefit or possibility to implement newborn screening records and link with the EBR.
Ken Jones replied that they are currently looking at implementing this in the future. To begin with, the EBR itself will streamline and accelerate the process of registering births and possibly ease the process of implementing newborn screening results data. 
There was additional discussion regarding the implementation of the linkage of newborn screening data with the EBR and the benefits of this. It was agreed upon that this is the eventual goal and that steps must be taken in sequence to have success.   It is a great health initiative to strive to implement these electronic records and registries.   
Lois Taylor - Newborn Screening Program update 
Lois Taylor provided an update on the Newborn Screening follow-up program and related topics. 

· The Newborn Screening Follow-up Program has a proposal to purchase an add-on component to the current data system. The program, called E-reports, is a large program with many components that includes a registry for audiologists, etc. to enter repeat hearing results. 
· Florida’s unsatisfactory newborn screening specimen collection rate is now 1.65%, down from 4.51% in 2002. Hospitals are responsible for 97% of specimens that are submitted to the laboratory and the NBS follow-up program focuses on these facilities in its education and training activities. The hospital rate is 1.47%.  The most common reason for unsatisfactory specimens is QNS (Quantity not sufficient). 
· CMS contracted with the Family Resource Coalition to involve parents in hearing follow-up activities; recently the contractor terminated those services and NBS will be hiring more OPS staff to fulfill those services. 
· NBS now has a vacancy in the EDHI coordinator position. 
· NBS adoption of the new CLSI guidelines: 

Current Florida NICU guidelines state that specimens should be collected:

1.    Day of NICU admission

2.    Day 7 (or day before discharge), and

3.    Day 21 (or day before discharge)

     The new CLSI guidelines recommend that specimens should be collected:

1.    Day of NICU admission

2.    48 - 72 hours of age (if collected at less than 24 hours of age)

3.    Day 28 for newborns weighing less than 2 kilograms or premature (< 36 6/7 weeks).  (It was not specified whether the weight was birthweight or weight at time of collection but we are assuming that this is birthweight.)
Dr. Pitel discussed the meaning of the proposed standards and the council agreed that following the national guidelines would be the best decision.  There was additional discussion about the benefits and drawbacks of adopting them.  
Dr. Pitel made a motion to accept the new CLSI newborn screening guidelines. The motion passed with no dissention. 

· The Florida Newborn Screening Results online system and the effects on the number physician requests being filled by the follow-up office.
Dr. Zori asked if there are any repercussions for facilities that have a high unsatisfactory rate. 

Lois Taylor replied that the follow-up office contacts the risk management office of that facility and that garners a sufficient response and timely action. 
Additional questions/comments

Dr. Zori asked about the quality assurance practices of Newborn Screening. He mentioned that bringing in outside perspectives to speak about quality practices and offer suggestions for improvement would be beneficial. 
There will be a Newborn Screening Symposium in Orlando in May 2010 that will hold quality assurance seminars. 

Dr. Pitel requested reports from those who attend the symposium in May for the next Advisory Council meeting. 
George Fox asked how disorders are accepted and placed on the list of screened disorders in Florida. 

In 2002, before the ACMG created the list of the 29 screened disorders, Florida created a task force and used outside advisors to develop the advisory council its own list of 28 disorders.  Florida then merged the two disorder lists, which resulted in the 35 disorders. Florida will generally follow the ACMG list of recommended disorders. 
Concluding comments

Dr. Pitel thanked the group and the meeting was concluded at 2:20 p.m. 

