
GENETICS AND NEWBORN SCREENING ADVISORY COUNCIL MEETING

The Genetics and Newborn Screening Advisory Council meeting was held on Friday, January 28, 2011 at the Florida Department of Health Bureau of Laboratories, 1217 Pearl St., Jacksonville, FL. 
Members Present:
Paul Pitel, MD, Chairman, Jacksonville

Phyllis Sloyer, PhD, RN, Tallahassee

John Waidner, MD, Jacksonville

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

Max Salfinger, MD, Tallahassee

Deborah Barbouth, MD, University of Miami
Dorothy Shulman, MD, USF

Lori Gephart, RN, Tallahassee
George Fox, Gainesville

Bonnie Hudak, MD, Jacksonville

David Auerbach, MD, Orlando
Members Absent:

Cyril Blavo, DO, Ft. Lauderdale
Penelope Tiam-Fook, Tallahassee
Melissa Perez, Tallahassee
Guests:

Linda Carter, PerkinElmer, Inc.

Jennifer Maceda, University of Miami 
Jillian Gerstenberger, University of Miami 
Olaf Bodamer, MD, University of Miami
Florida State Representative Matt Hudson 
Cynthia Henderson, Talecris
David Winialski 

Heather Smith, parent
John Smith, parent
Taylor Dahley, parent
Dr. Elena Perez, University of South Florida
Connie Ramos, parent
Diane Dean, parent
Dave Bryant, parent
Gaile Moore, Talecris Biotherapeutics
Michael Losow, Talecris Dr. Elena Perez
Heather Lawson, parent
Jennifer Smith, parent
Laura Anderson, parent
Ed Ganley, parent
Pat Ganley, parent
Jenny Gardner, parent
Susan Weinger, Pediatrix
Yorquiz Perez-Mendez, Pediatrix
DOH Personnel Present:

Lois Taylor, RN, BSN, CPM, CMS, Tallahassee

Laura Coleman, CMS, Tallahassee

Drew Richardson, CMS, Tallahassee

Allison Westphal, RN, CMS, Tallahassee

Julie Meadows-Keefe, DOH, Tallahassee

Drew Love, DOH, Tallahassee

Jasmin Torres, Bureau of Laboratories, Jacksonville

Jojo Dy, MD, Bureau of Laboratories, Jacksonville

Ming Chan, PhD, Bureau of Laboratories, Jacksonville
Patty Parrish, Bureau of Laboratories, Jacksonville

Dean Willis, MD, Bureau of Laboratories, Jacksonville

Conference Call Attendees:
Cyril Blavo, DO, Ft. Lauderdale

Melissa Perez, Tallahassee

Brandi Andrews, RN, DOH, Tallahassee

Donna Barber, RN, DOH, Tallahassee
Dusty Edwards, RN, DOH, Tallahassee

Danielle Plymel, RN, DOH, Tallahassee

Welcome/Introductions
Dr. Pitel called the meeting to order at 10:01 a.m. and welcomed everyone.  The attendees introduced themselves. Dr. Phyllis Sloyer welcomed Representative Matt Hudson to the meeting and provided a brief introduction to the group. 

Representative Matt Hudson 
Representative Matt Hudson gave a brief overview of the Florida Legislature, recent budget issues and related challenges.  Representative Hudson’s role as Health Care Appropriations Subcommittee chair is to manage and deal with the current budget shortfalls affecting the state. Medicaid reform is a high priority this year and the legislature is looking at ways to implement changes in that area. Twenty-eight cents out of every dollar spent in the state budget goes to Medicaid. It is important for citizens of the state to be engaged and informed throughout the legislative sessions and budget balancing process. 
Housekeeping/Reminders
Dr. Pitel 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.  Public statements will be taken during the public comment section. 

Dr. Pitel welcomed Dr. Phyllis Sloyer as the newest advisory council member. Dr. Sloyer has been the Division Director of Children’s Medical Services for some time and is replacing the former Deputy Secretary of Children’s Medical Services, Dr. Joseph Chiaro, as the Department of Health representative on the council.  Dr. Pitel offered his thanks to Dr. Chiaro for being supportive of the council and Newborn Screening in the past. He also mentioned the recent passing of Elizabeth Means, who was a champion for community health and Sickle Cell disease programs. 
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. 
Approval of Letter of Support for LEND grant
Dr. Pitel asked the members to review and approve a letter of support for the Mailman's Center's application for the Maternal and Child Health (MCH) Leadership Education in Neurodevelopmental Disabilities (LEND) Training Program grant. The competitive training grant addresses the need to increase the number and quality of interdisciplinary professionals to assume leadership roles in the field of maternal and children health that will lead to improved outcomes for children with developmental disabilities and autism spectrum disorders (DD/ASD) and their families. A motion was made to accept the letter for signature, which was passed with no dissention. 

Presentation on Hypothyroid Screening Algorithms - Dr. Shulman  
Dr. Dorothy Shulman of the University of South Florida presented on the method of hypothyroid disorder screening in newborns in Florida and the possibility of moving to a different method for potentially better screening results. Florida currently screens for hypothyroid disorders using primary T4 screening. Dr. Shulman presented data on the benefits and specifics of testing utilizing a combined T4 and TSH primary screening methodology. She proposed that Florida would benefit from moving to this combined method of testing to improve primary hypothyroidism identification. 
The group discussed the additional costs that the state would incur by introducing this new screening, costs to the system if babies were missed by not introducing this new screening methodology, and how many additional babies with hypothyroid spectrum disorders would this screening pick up.   

Dr. Willis said that adding the testing methodology would be cost-neutral to the laboratory and to the state. Dr. Salfinger stated that the laboratory would still need budget authority, despite it being cost neutral to the state. Dr. Barbouth added that the number of referral calls could potentially double as well. Therefore, there would be increased costs in follow-up activities. Dr. Olaf Bodamer asked if moving to a primary TSH testing method would be beneficial as an alternative? Dr. Shulman answered that it would be a possibility.  
Dr. Salfinger stated that he would like to see a detailed report covering the various algorithms with a cost analysis. Dr. Pitel requested a 6 month time frame to look at the data and draw up a report for analysis and further discussion. The issue needs more time to be addressed. He stated that a small group should be assembled to produce a more robust proposal with a cost-benefit analysis. Dr. Shulman and Jasmin Torres agreed to be part of this group and begin the process. 
Laboratory Update - Jojo Dy, MD
Dr. Dy provided an update on the state laboratory’s most recent activities and issues. Topics discussed included:

· Instrument / Methodology Update

· Residual Specimen Retention Policy
· The laboratory has implemented a 6-month retention policy for dried bloodspot cards
· New Dried Bloodspot (DBS) Cards

· Information System for Newborn Screening
· There is an initiative to implement a system to link newborn screening data with data from the electronic birth registry system

· eReports

· Severe Combined Immunodeficiency (SCID) testing
At 11:40 a.m., the meeting was suspended for a 20 minute lunch break.
Severe Combined Immunodeficiency (SCID) discussion - Heather Smith of SCID Angels for Life Foundation 
Heather Smith, a parent of children affected by SCID, gave a presentation on her family and how they have been affected by SCID. Ms. Smith is founder of SCID Angels for Life, a non-profit organization whose mission is to increase awareness, benefit research, and provide parent and family education for those affected by SCID.  Her discussion included providing information and supporting the addition of SCID screening to Florida’s newborn screening panel. 
Dr. Elena Perez, Immunologist, All Children’s Hospital provided a medical and financial overview of the benefits of adding SCID to the panel of screened disorders. Severe combined immunodeficiency disorder (SCID) is a genetic disorder of the immune system that occurs when the T-lymphocyte system does not function properly. SCID is often fatal without a bone marrow transplant, and those babies that go undetected and untreated with usually die before their first birthday. However, if these babies are detected and treated within the first 3.5 months of life, there is a 94% success rate. It is estimated that 1 out of every 40,000 live births is a baby affected with SCID, which would be approximately 6 or 7 babies per year in Florida. It is imperative that these babies are detected and treated early. Newborn Screening tests for SCID are comparable cost-wise to other newborn screening tests.  Dr. Perez also discussed the cost benefits of adding SCID to the panel of screened disorders.  
Dr. Waidner asked for clarification on the issue of FDA approval of a testing kit.  Heather Smith replied that Florida does not need FDA approval to screen for SCID. Dr. Shulman asked how other states are handling costs of the tests - Ms. Smith replied that other states are planning on charging for the tests. Michael Losow of Talecris added that many states are testing through their own labs, and testing does not need to come from commercial entities. 
The group further discussed the cost-benefits of adding SCID to the panel of screened disorders. 

Representative Matt Hudson stated that he supported SCID screening in Florida because the benefits, both in long-term financial savings to the state and in preventing death and disability, appeared to outweigh the costs. 
Dr. Salfinger said that the state laboratory has planned ahead by requesting the budget authority to add SCID if the council decides to move forward. 
Dr. Pitel asked requested a motion to move forward with the necessary steps to implement SCID screening in Florida. 

Dr. Waidner stated that, after reviewing the information and cost-benefit of adding SCID, he would like to make a motion to include SCID screening in Florida. The motion was passed with no dissention. 
Lois Taylor - Newborn Screening Program update 
Lois Taylor, RN, BSN, CPM provided a presentation on recent activities within the CMS Newborn Screening Program, including:

· Hearing Follow-up program update
· update on new grant applications

· Newborn screening follow-up program update
· Newborn screening statistics

· Recommended uniform screening panel (RUSP) updates

· October 2010 SCID meeting update
· CCCHD (Complex Cyanotic Congenital Heart Disease)
Dr. Sloyer stated that she attended a recent meeting in Washington D.C. on CCCHD on testing protocols and developments in research.
Dr. Auerbach added that he would be happy to provide any data collected at Winnie Palmer Hospital on CCCHD testing. 

Dr. Sloyer said that there are many systems issues in dealing with the testing of CCCHD. The group further discussed these issues and concluded that more research needs to be done on CCCHD before moving forward with adding it to the testing panel. 

Dr. Pitel discussed an issue with Cystic Fibrosis reports being too complex for non-Cystic Fibrosis primary care physicians to easily understand. He requested a report on Cystic Fibrosis for the next meeting in order to determine a better and more simplified method of reporting. Dr. Hudak agreed that the reports could be simplified somewhat for this purpose. 
Public comments

Dr. Fifer provided an update on infant hearing screening. He discussed the CDC’s workgroup to develop a tier designation for audiology facilities to perform newborn screening hearing follow-up activities. There will be a pilot questionnaire followed by a national survey to determine audiology facility capabilities. The results would then be posted to a database where parents, practitioners, etc. would be able to view and locate a facility to suit their specific needs. 
Dr. Fifer also discussed the history of contract HMO’s support with audiology therapy services in the state.  He has developed and disseminated a proposal that supports moving children in need of therapy services out of these HMO’s and moving them under the framework of children who have Medipass and Medicaid. 
Dr. Zori said he would like to revisit the possibility of arranging a quality assurance system that would involve a visit from Piero Rinaldo, M.D., Ph.D. to perform a programmatic review and consultation of the genetics and newborn screening programs in Florida. Dr. Zori suggested a review of the MS/MS program specifically as a starting point in the process. The group agreed that a site visit from Dr. Rinaldo would be beneficial. A motion was made and the motion was passed with no dissention. 
Melissa Perez (via conference call) updated the group on recent budget cuts that could potentially jeopardize the state formulary program.  It was suggested that she provide the information to Representative Hudson soon and keep the Advisory Council updated on any issues that she has in the process. 
Jennifer Smith, a SCID screening supporter and parent from Cape Coral, thanked the group on behalf of families and children affected by SCID. 

Concluding Comments/Adjournment
Dr. Pitel thanked the group and the meeting was concluded at 2:27 p.m. 

