DRAFT









Handout # 1


GENETICS AND NEWBORN SCREENING ADVISORY COUNCIL MEETING

A Genetics and Newborn Screening Advisory Council meeting was held in Tallahassee on December 9, 2004 at 4025 Esplanade Way, Room 301.

Members Present:
Allen Root, M.D., Chairman, Tampa

Alfreda Blackshear, M.D., Tallahassee

Cyril Blavo, D.O., Ft. Lauderdale

Louis J. Elsas II, M.D., Miami

Ming Chan, Ph.D., Jacksonville

Roberto Zori, M.D., Gainesville

Becky Maguire, R.N., Tallahassee

Terry DeClue, M.D., Tampa

Lori Proia, R.N., Cape Coral

Carmen Cummings, Tallahassee

Paul Pitel, M.D., Jacksonville

David Auerbach, M.D., Orlando

DeeJay Hellrung, M.S., Gainesville

Robert Fifer, Ph.D., Miami

Guests:

Linda Carter, PerkinElmer, Atlanta, Georgia
Scott Palubiak, PerkinElmer, Akron, Ohio

Pam Arn, M.D., Nemours, Jacksonville

Alison Gaucher, Pediatrix Medical Group, Sunrise

Donna Barber, R.N., M.P.H., Tallahassee

DOH Personnel Present:

Phyllis Sloyer, R.N., Ph.D., Children’s Medical Services (CMS), Tallahassee

John O. Agwunobi, M.D., M.B.A., M.P.H., Secretary, Tallahassee

Nancy Humbert, A.R.N.P., M.S.N., Deputy Secretary for Health and Chief Public Health Nursing Director, Tallahassee

Lois Taylor, R.N., CMS, Tallahassee

Nancy Knox, R.N., CMS, Tallahassee

Angela Marcus, CMS, Tallahassee

Ann Filloon, CMS, Tallahassee

Angela Mears, R.N., CMS, Tallahassee

Letwyla White, R.N., CMS, Tallahassee

Karen Anderson, Ph.D., CMS, Tallahassee
Joann Shulte, D.O., M.P.H., Vital Statistics, Tallahassee
Lisa Bates, Ph.D., Bureau of Laboratories, Jacksonville

Jim Evans, Ph.D., Bureau of Laboratories, Jacksonville

Dr. Root called the meeting to order at 10:07 am.  Dr. Root introduced the new members to the council:  Dr. David Auerbach, Director of Newborn Services at Arnold Palmer Hospital in Orlando, represents the Florida Hospital Association.  Dr. Robert Fifer, Director of Audiology and Speech Language Pathology at the University of Miami, represents audiologists.  Dee Jay Hellrung representing the March of Dimes and has been actively involved in newborn screening and the efforts of the advisory council for several years.  Lori Proia is a new consumer representative who is a registered nurse at Health Park Lee Memorial Hospital. She has a daughter with congenital hypothyroidism.  Carmen Cummings is the other consumer representative, a former broadcast journalist  and is very active in community events, has a four year-old son with sickle cell anemia.
Dr. Sloyer announced that the Dr. Joseph Chiaro, the CMS Medical Director in Orlando has been hired as the new CMS Deputy Secretary and will be starting in the middle part of January.

Approval of Minutes

The minutes of the previous Council meeting, held on June 25, 2004, were presented and approved.  

Coordinating Council for Deaf and Hard of Hearing
Dr. Karen Anderson stated the council’s report will include recommendations for an action plan to identify gaps in services for the deaf and hard of hearing.  The council recommends that the resource centers of excellence be established throughout the state.  The goal is to have 100% follow-up of all children who fail universal newborn screening.  The council has been charged with submitting a report in January 2005 to the Governor, Head of the Senate and the House and to the Chief Justice of the Supreme Court.  Much discussion followed and Dr. Zori requested that a copy of the report also be sent to the members of this advisory council.  Dr. Anderson advised that it would be made available to the newborn screening staff.  Lois Taylor stated that it would either be posted on the CMS website or copies would be provided to the advisory council members.  Dr. Fifer stated that the gaps in the system relate to education and access to physician services.
EHDI Advisory Council
Dr. Fifer provided a brief history on the Early Hearing Loss Detection and Intervention Project.  In 2000 the universal newborn screening law became effective.  Many issues  arose at that time the law was enacted. CMS received a federal grant and the EHDI advisory council was established to address the issues.  One of the issues identified was that there were very few centers to deal with babies that when an infant leaves a hospital in a refer status. The EHDI council set out to provide guidance to the hospitals of what to do, what not to do; to set up a network of providers; developed resources for audiologists; developed screening and follow-up forms for hospitals to use.  Dr. Fifer recognized the extraordinary efforts of Karen Anderson and Ann Filloon who work with CMS and the EHDI council.  The program has come along way in four years but there is still work to be done to ensure that no baby falls through the cracks and that there is no break down in the follow-up system.
Medicaid Billing Update
Dr. Chan stated that the lab completed billing on the first five babies through the new medical billing option.  The lab received its first payment of three dollars ($350 would have been expected to be collected).  Out of the five processed, there were issues with two of the Medicaid numbers, one baby was ineligible and one payment is on hold.  By next week we will have the right CPT codes in place and hope to move forward the next 113,000 records in place in the billing process. We will then be working on the next phase of billing private insurance.  Much discussion followed and it was suggested that the lab continue to work with Medicaid to insure the correct CPT codes are being used to maximize their efforts with this funding option.
Laboratory Update 

Lisa Bates, Ph.D. provided the lab’s progress report of the newborn screening expansion.  To address the desire of the council’s subcommittee that December 3rd to perform the validation study non-blind, we will scan patient ID’s as we punch so that we will be able to report any abnormal analyte levels for those newborns.  There are two things to remember for this scenario: 1) the purpose of the validation study is to establish cutoffs, therefore, we may not see ”abnormal levels” right away under the borrowed cutoffs we will be using may be too broad.  We may see too many abnormals if our borrowed cutoffs are too narrow for our population.  It may take 2-3 weeks until we statistically manipulate the data and calculate our cutoffs before we see outliers or before we can reduce the number of apparent abnormals.  2)  Jasmin Torres explained  at the subcommittee meeting that we were hoping to start our validation study earlier than the timeline, so there may be babies that need follow-up before Christmas and/or New Years.
To address the desire of the subcommittee to only test for the “disorders listed”, the lab will use a Precursor Scan (Parents of “85”) for the AC’s, because we will need all the analytes for those disorders.  However, we will use the MRM scan for the specific amino acids we want to see now.  Other amino acids can be added on as we continue to expand our screening panel in the future.  Much discussion followed regarding the fact that the state does not have a licensure process for a biochemical geneticist.  It was recommended that the advisory council draft a request to the licensure board requesting a legislative change in order for the state to acknowledge and license biochemical geneticist in the state of Florida. 

The lab suggests the following hospitals for each of the phases of the testing from February through June, based upon three criteria: 1) location of hospital with Jacksonville, 2) number of babies born at the hospital and 3) resource centers ability to follow-up.
15 week phase-in, beginning 2/14/05; Baptist Hospital, Jacksonville

12 week phase-in, beginning 03/07/05; Shands Hospital, Gainesville

9 week phase-in, beginning 3/28/04; Jackson Memorial Hospital, Miami

6 week phase-in, beginning 4/18/05; Tampa General Hospital, Tampa

3 week phase-in, beginning 5/09/05; Arnold Palmer Hospital, Orlando

The lab would like to use the following language on the printed reports: “AC profile normal” and “amino acid profile normal” and to include the statement to see DOH website for the list of disorders and analytes.  Discussion followed regarding the obligation of the department to notify parents in advance of what specific disorders their newborn will be screened.  Dr. Sloyer stated that CMS will work with legal counsel to develop materials to ensure families have appropriate information available to them.
CMS Follow-Up Program
Lois Taylor provided the newborn screening program statistics from 2001-2003.  A discussion followed, it was requested that the summary data be included at the end of the report as done previously and that the total number of lost to follow up cases be listed.  Lois advised that the hearing data will also be included on the next report.
HRSA Grant Initiative Update
Mittie Moffett was not present, this item was not discussed.
Newborn Screening Implementation Plan 

Donna Barber presented a draft of the Newborn Screening Implementation Plan which has been a work in progress developed from recommendations of the advisory council,  Dr. Agwunobi, the NNSRGC report, and CMS workgroups. The subcommittee group meeting’s recommendations from December 3rd have not been incorporated into the document, yet.  Donna requested that the members review the document and can provide any feedback or recommendations to her e-mail address: donnnambarber@earthlink.net.  The final implementation plan is due in late January.    

Much discussion followed and it was requested that an electronic version be distributed to the members. It was discussed that the 2002 task force report should be included with the implementation plan or possible merge of the two together to include the budget recommendations of the task force report.    
Newborn Screening Program Direction and Vision
Dr. Agwunobi spoke to the group and recognized the value of the advisory council members’expert knowledge of the newborn screening subject matter and how the department takes their recommendations and advise very seriously.  He congratulated the CMS family on all the hard work and spoke regarding the identified flaws of the program and how CMS and the Bureau of Laboratories have worked together to try and solve the problems regarding the funding stream inadequacies and postal service issues. He acknowledged the hospital system as an important part of the process. The ultimate core measurement of the program should be how fast diagnosis and treatment can begin.  Dr. Agwunobi recognized that realistically there has never been enough money to do everything we want to do with the program, but we can’t use that as reason not to move forward.  Much discussion followed regarding the budget and staffing issues to move forward with the expansion -- concerns with the increase in workload (follow-up of false positives).  Dr. Agwunobi asked that the three centers meet and submit a budget with the dollar amount needed to get them through the rest of the year.   Additional revenue will be sought.
December 3 Meeting – Subcommittee Findings

Notes from the Genetics and Newborn Screening Subcommittee meeting held on December 3rd were presented.  Dr. Elsas asked Dr. Agwunobi if all newborn screening CMS contracted providers who provide screening, short-term follow-up, diagnosis and management services would be provided sovereign immunity.  Dr. Agwunobi advised that sovereign immunity would not work because of the state of affairs with the medical malpractice war.

The meeting was adjourned at 3:35 p.m.
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