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GENETICS AND NEWBORN SCREENING ADVISORY COUNCIL MEETING

The Genetics and Newborn Screening Advisory Council meeting was held in Jacksonville on Friday, July 25, 2008 at the Dr. Sowder Public Health Museum, 1217 Pearl Street Jacksonville, FL.
Members Present:
Paul Pitel, MD, Chairman, Jacksonville

Cyril Blavo, DO, Ft. Lauderdale 

David Auerbach, MD, Orlando
Joseph Chiaro, MD, Tallahassee

Penelope Tiam-Fook, March of Dimes, Tallahassee
Becky Maguire, RN, Tallahassee

Robert Fifer, PhD, Miami

Bonnie Hudak, MD, Jacksonville

Max Salfinger, MD, Bureau of Laboratories, Tallahassee

Members Absent:

Dorothy Shulman, MD

Roberto Zori, MD
Deborah Barbouth, MD

Melissa Perez

Julia St. Petery, MD

Lori Proia

Representatives for absent members:

John Malone, MD, University of South Florida, representing Dr. Dorothy Shulman

Penny Edwards, University of Florida, representing Dr. Roberto Zori

Stephanie Sacharow, MD, University of Miami, representing Dr. Deborah Barbouth

Guests:

Linda Carter, PerkinElmer, Inc.

Lanetta Jordon, MD, MPH, Memorial Regional Hospital

Walter Reichert, Natus

Joe Amato, Natus

Bill Mince, Natus

DOH Personnel Present:

Lois Taylor, RN, CMS, Tallahassee

Laura Coleman, CMS, Tallahassee

Ann Filloon, CMS, Tallahassee

Letwyla White, RN, CMS, Tallahassee

Danielle Plymel, RN, CMS, Tallahassee

Jasmine Torres, Bureau of Laboratories, Jacksonville
Jojo Dy, Bureau of Laboratories, Jacksonville

Maria McLeod, Bureau of Laboratories, Jacksonville

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

Susie Ajoc, Bureau of Laboratories, Jacksonville

Dr. Pitel called the meeting to order at 10:05 am and introductions were made.  Dr. Pitel reminded any visitors if they wished to speak at the appointed time during the agenda, they must fill out a speaker card and forward it to the chairperson to be recognized.

Lois Taylor discussed Melissa Perez as the newest addition to the Advisory Council who was appointed to replace Carmen Cummings as a consumer representative.  Her experience in assisting the legislature with Genetics and Newborn Screening issues was noted.  Additionally, Max Salfinger, MD, Bureau Chief of State Laboratory Services was introduced as a new Advisory Council member as well.  Penelope Tiam-Fook is the new March of Dimes representative.
Recognition and Thank You to Ming Chan, PhD
Dr. Pitel and Dr. Chiaro discussed Ming Chan’s retirement, recognizing his contributions to the Department of Health.  Dr. Chan was given a plaque to honor his dedication and achievements for the Newborn Screening Program and the state of Florida.  He was thanked and praised for his qualities of honesty, frankness, graciousness, and focus, as well as possessing vision in regards to Florida’s potential accomplishments with the Newborn Screening Program.
Update of Legislative Session
Joseph J. Chiaro, M.D. provided an update regarding the 2008 legislative session which began in March.
Dr. Chiaro began by thanking everyone who assisted during the recent legislative session.  A 10% statewide budget cut was proposed as a legislative exercise, which could potentially devastate many programs; however, ultimately there were no cuts made in CMS.  This success is believed to be due to statewide lobbying and proactive support from a great number of groups and individuals.  The budget office is withholding 4% of funding this fiscal year due to an anticipated revenue shortfall.
Newborn Screening Program priorities that need to be looked at for budgetary considerations include implementing a better information system and improving the current hearing follow-up process.  Dr. Chiaro posited that the best course of action for Newborn Screening and CMS will be to provide better education, both statewide and within the legislature, through development of speaking points and key issues for interested parties.
Dr. Pitel asked Dr. Chiaro to address the recent new amendment involving a 9.5 billion dollar reduction in property tax, and the legislature’s power to alternatively raise statewide sales taxes.  The concern lies in the foreseeable budget cuts that this will create as the “tax switch” will likely produce 6 billion less in funds than before and will affect various programs as a result.
Hearing Screening Update

Robert C. Fifer provided updates on Newborn Hearing Screening in Florida.
The Audiology Review Committee was created to enlist Audiologists to provide follow-up services for Newborn Screening.  The roster is given to hospitals as a resource to assist in these services.  Additionally, genetic hearing screening is a possible goal for the future to include in the battery of newborn screening tests.
A few key successful strategies that Dr. Fifer has observed from the Miami program:
· Timeliness of uploading and downloading hearing screening information
· Language and culture: the ability to explain to non-English speaking families the importance of follow-up is integral in Florida due to the large Spanish-speaking population.
Pre-paid therapy, a two-tiered quasi-capitation program, is a new plan that is in the development process to assist children in receiving follow-up and intervention therapies by contracting two companies to deliver services via physician referrals.  The long-term goal, if the pre-paid therapy program is viable, will be to remove the exemption for the Medicaid reform and HMO’s.  An estimated savings of 20% from Medicaid therapy costs could be a benefit to the state through utilization of this program.

March of Dimes Update
Penelope Tiam-Fook provided an update on the March of Dimes recent related activities and concerns.  They are currently looking at Medicaid reform and if that program will be expanded.  The majority of partners and programs do not wish for Medicaid reform expansion but want it to remain in the two test counties and be further tweaked.  If the expansion moves beyond the two counties, March of Dimes will make efforts to advocate for keeping services intact for women and children in that population.
Senator Rich and Representative Reed were sponsors of a bill that revised Newborn Screening language, however that bill did not move easily through the House.  Senator Rich affirmed that she was willing to work with the Genetics and Newborn Screening Advisory Council to address any issues or concerns for improving follow-up, and would be available to revisit and discuss the issue later in the year.
Dr. Pitel stated that an advanced IT program and data system is imperative to advance CMS and Newborn Screening, and can be obtained through increased budget authority.
Dr. Pitel reiterated that the March of Dimes needs to approach Senator Rich and request that she present Newborn Screening language to the legislature.
Dr. Chiaro requested a review of the federal legislation regarding the Newborn Screening Saving Lives Act to be included in the next Genetics and Newborn Screening Advisory Council meeting.

Ms. Tiam-Fook noted that the national March of Dimes office is in a better position to assist Florida in light of recent federal legislation being passed.
Sickle Cell Long-Term Follow-up
Dr. Lanetta Jordon gave a presentation on Sickle Cell Long-Term Follow-up.  A grant has been received from HRSA that provides additional funds for Sickle Cell Newborn Screening expanded testing and follow-up testing.  The grant covers the Southeast Florida region, which serves almost 3 million people.

Dr. Jordon provided an overview on the enhancement approach, which includes strategies such as enhancing the current notification process, educating staff with necessary medical and cultural knowledge, linking, registering and referring newborns and their families to appropriate healthcare and related organizations, and collaborating with stakeholders and consumers who reflect the greater population of partnerships.

Long term follow-up care is integral in preventing morbidity and mortality in patients.  Adult age groups are more neglected in long-term follow-up care.  Florida has one of the highest mortality rates from Sickle Cell Disease.
Data from the Department of Health as well as clinical administrative databases has been integrated to form a surveillance and electronic medical record system for keeping track of sickle cell patients.  Also, protocols for Sickle Cell Disease were developed to include on websites providing information to the public.
Dr. Chiaro mentioned the recent athlete in the media who died from Sickle Cell Trait and the need to have athletes screened to help prevent deaths in athletes.  Dr. Pitel commented on the issue of over-medicalization of Sickle Cell trait, and that reason and logic should guide the creation of precautions and rules for all student athletes, regardless of pre-existing medical conditions like Sickle Cell trait.

Dr. Hudak discussed the lack of adult providers for Cystic Fibrosis and the need for more in Florida.
The meeting was temporarily adjourned for lunch at 12:16 p.m.

Advisory Council meeting location

There was a discussion regarding the location of future Advisory Council meetings and the benefits of holding them in Jacksonville vs. Tallahassee.  Dr. Pitel moved to have the meetings alternate between the two locations, with the next meeting occurring in Tallahassee.  All agreed and the motion passed with no dissention.
Laboratory Update

Maria McLeod introduced herself to the council as the new director at the State Screening Laboratory in Jacksonville.  She provided Newborn Screening lab updates, which included Lab objectives, an overview of lab functions, screening updates, and goals of improving accuracy and specificity in the lab results and reports.
CMS Newborn Screening Follow-Up Program Update

Lois Taylor provided updates on the NBS follow-up program at CMS.  Handouts referencing statistics and national newborn screening statuses were provided.
It is very important to follow up with babies who only have one mutation for cystic fibrosis (CF).  In addition, educating parents and medical staff is imperative, and even parents can follow-up if they are aware of the baby’s CF status and CF symptoms to look for in babies.  Ms. Taylor addressed the CF referral criteria and noted that NICU babies with no CF mutations must have two abnormal specimens before being referred to a CF Center.

Winnie Palmer Newborn Screening Process Updates

Dr. Auerbach discussed the Newborn Screening procedures at Winnie Palmer Hospital and concerns with the timing of screenings in relation to Newborn placement procedure within medical establishments.

There can be newborn screening timing issues depending on how healthy a baby is at the time of birth.  Babies who are determined to be “healthy” and those defined as “unhealthy” will have specimens drawn at different times, and each institution has different procedures regarding how to handle these infants and where they are moved.  NICU infants will be treated differently (with regards to specimen collection) than those placed in transition nurseries and those admitted as healthy.
Questions/Concerns that arise from taking into account these differences in procedures are:

· How does NICU criteria differ from institution to institution?

· Should specimens be drawn regardless of the situation?

· “Healthy” and “unhealthy” needs clearer definitions; the routines for handling each need clarification 
· How long does an establishment wait to declare a child “healthy?”

· How will adding complexity affect the system?

· The process in which babies are placed into observational status needs redefining

· Does this approach comply with the intent of the Newborn Screening Program?
Dr. Pitel asked Dr. Auerbach to chair a mini task force to determine what needs to be done with these babies and to report back to the council.
New Issues for Advisory Council Discussion 
Dr. Pitel addressed the need for a new set of Newborn Screening guidelines.

There is a future goal to discuss the integration of information from Florida SHOTS with data from the Newborn Screening Program, which will assist in providing more accurate and updated information on a longer term (as opposed to the current six-month availability of data.)  In addition, something to explore for the future is the possibility of a universal information system to access and input data from Newborn Screening as well as other programs.

Becky Maguire, R.N. stated that there is a need for education at the OB/GYN and Pediatric level that will prove useful in increasing Newborn Screening awareness.
Dr. Auerbach addressed the need to improve information at the Public Health level for Newborn Screening and other CMS programs.
​Approval of February 22, 2008 Minutes

The minutes of the previous Council meeting, held on February 22, 2008, were presented and approved.
Public Comments/Questions
Maria McLeod, Ph.D. mentioned creating informational brochures/packets to include with OB/GYN offices and public health programs related to infant and maternal health.
Dr. Pitel requested a report on Newborn Screening education at the OB/GYN level and other CMS programs to be presented at the next Advisory Council meeting.

Neometrics Software Presentation for Follow-Up Services

Walter Reichert, the state Newborn Screening specialist with NATUS, provided information about his company, the software application, and information system as an option for Florida Newborn Screening Program to utilize.
Features of this program that could benefit the NBS program include:

· A secure remote viewer

· Long-term tracking of patients and information

· Remote accessibility

· Ease of data transfer

· Monitoring tools

· Escalation and notification of staff in various circumstances (text messaging, email, etc.)

· Real-time data 
There was a discussion on viability, finances, and time-frame for implementation of this information system and program.

Additional Comments/Questions
Penelope Tiam-Fook stated that the March of Dimes Newborn Screening report card has been delayed and will be released in January 2009.

Jasmine Torres raised a question regarding the time frame for keeping bloodspots and the need to declare a standard length of time for retaining them.

Dr. Pitel responded by requesting that the Newborn Screening Program provide a review of state policies on the length of time for keeping blood spots for the next meeting.  Newborn Screening will need to address legality, the logistics of the process, data, and any available literature to create a report and recommendations for bloodspot retention.
Wrap-Up
There being no further business, the meeting was adjourned at 3:05 p.m.
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