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GENETICS AND NEWBORN SCREENING ADVISORY COUNCIL MEETING

The Genetics and Newborn Screening Advisory Council meeting was held in Tallahassee on December 9, 2005 at 2585 Merchants Row Boulevard, Room 310-A.

Members Present:
Paul Pitel, MD, Chairman, Jacksonville

Ming Chan, PhD, Jacksonville

Roberto Zori, MD, Gainesville

Cyril Blavo, DO, Ft. Lauderdale 

David Auerbach, MD, Orlando
John Malone, MD, Tampa representing Dorothy Shulman, MD, Tampa

Robert Fifer, PhD, Miami
Joseph Chiaro, MD, Tallahassee

DeeJay Hellrung, MS, Gainesville

Becky Maguire, RN, Tallahassee

Members Absent:

Louis J. Elsas II, MD, Miami

Terry J. DeClue, MD, Tampa
Carmen Cummings, Tallahassee

Alfreda Blackshear, MD, Tallahassee
Lori Proia, RN, MS, Cape Coral

Dorothy Shulman, MD, Tampa
Guests:

Linda Carter, PerkinElmer, Atlanta, Georgia

Stephen Kahler, MD, DOH Consultant, Little Rock, Arkansas
Helen McCune, RD, Gainesville
DOH Personnel Present:

Lois Taylor, RN, Children’s Medical Services (CMS), Tallahassee

Mittie Moffett, RN, CMS, Tallahassee

Christopher Porter, CMS, Tallahassee

Angela Marcus, CMS, Tallahassee

Ann Filloon, CMS, Tallahassee

Letwyla White, RN, CMS, Tallahassee

Karen Anderson, PhD, CMS, Tallahassee
Mary Canova, RN, CMS, Tallahassee

Lisa Bates, PhD, Bureau of Laboratories, Jacksonville

Dr. Pitel called the meeting to order at 10:15 am and introductions were made.

Approval of Minutes

The minutes of the previous Council meeting, held on June 1, 2005, were presented and approved.  

August 2005 Newborn Screening Subcommittee- Update
Dr. Pitel presented talking points from the Newborn Screening Workgroup meeting held in August 2005.  

· The need for a statewide metabolic and/or genetic consultant, particularly for the new MS/MS technology is still an important function for the program. Dr. Pitel asked Dr. Kahler if he still would be able to function in this capacity. Dr. Kahler advised that he would be able to by e-mail, telephone calls and traveling to Florida for the occasional meeting. 
· Poor Medicaid reimbursement rates for clinical follow-up. It was proposed that a specific set of CPT codes be negotiated with predetermined rates.

· The expansion will entail a 75% increase in re-draws, but the Newborn Screening Program already has adequate staff in place to handle the workload.

· Schedule a Special Advisory Committee at the lab in Jacksonville with Dr. Rinaldo invited. This meeting is currently scheduled for January 18, 2006.
· Physician outreach opportunities at the professional pediatric societies in Florida and with the state medical school alumni associations. Dr. Pitel stated that education continues to be very important. He just recently spoke to a pediatrician who believed you could not conduct a newborn screen for sickle cell disease. A discussion followed and was agreed that (1) the need to talk to physicians about what metabolic screening is very important and (2) the creation of education materials for pediatricians and parents is a top priority.  
· The Pediatrix proposal was already addressed.

· Dr. Zori is coordinating with other referral centers on a 5 year plan for long-term follow-up care of new caseloads. He spoke with Miami and was waiting for Tampa’s response.  There is a general agreement that staffing at each center needs to be addressed in order for Florida to have a state of the art model program. There is a need for a coordinator (a genetic counselor, social worker, or nurse), a nutritionist, and a physician. The physician should be a board-certified Biochemical Geneticist.  Much discussion followed regarding the lack of qualified physicians in this field and the need to recruit and to provide an incentive for qualified physicians to move to Florida. 
· An impartial arbitrator needs to be available in the event dispute resolution is needed between lab/newborn screening/referral centers.

· Lack of genetic resources for Tampa/USF area. Lois Taylor advised this issue has been addressed since the August meeting, a contract with USF has been entered into where  Dr. Malone and Dr. DeClue will be will be taking care of the metabolic referrals for the USF referral area.
· Emphasize investment in system rather than individuals, as we will add a "permanent" case load of 1 child per week who must be cared for.  It was discussed that the expanded screening should not create a vast amount of extra work, but that it is different allocation of resources. Dr. Kahler stated that it is more a redistribution of work affecting a few people.
· Confirmatory lab services should be competitively bid for a 1-3 year contract, with the Mayo clinic as the likely best candidate pending their willingness to accept third-party payers and Medicaid.  Lois Taylor advised that CMS has a purchase order with Mayo to pay for confirmatory testing for the expanded disorders for uninsured clients.  A discussion followed as to the problem of some insured patients and the restrictions place on the referral centers by the insurance companies to use specific labs which are inferior.  Dr. Zori cited a case where the insurance company required that Quest be used and their turn-around time for a stat lab order was 3-5 days.  It was discussed that the advisory council make a list of requirements that any confirmatory lab must possess in order to do business with the state of Florida.  A few requirements would be: (1) a trained consultant (Biochemical Geneticist) must be available to discuss lab results with referral center staff and (2) turn-around time for confirmatory testing must be 24 hours. It was recommended that CMS work with the insurance companies to discuss the need to by-pass their restrictions of using certain labs for metabolic confirmatory testing.  DeeJay Hellrung suggested scheduling a meeting with Tom Gallagher to discuss the issue.  
· Lab services should be internalized within the state of Florida in the long-term.

Electronic Integration Initiatives of Newborn Screening Program - Update
Christopher Porter advised the Specimen Gate Follow-up System went live December 1st. The system provides real-time access for each electronic case. The system keeps a comprehensive history of contact efforts by follow-up and will allow for future expansion and functionality. The system will allow for data sharing, more long term record keeping and more efficient use of employees’ time.  The program has also entered into a sharing agreement with Dr. Singh at Emory.   
The Newborn Screening Program has also begun the approval process to create a web-based physician access system for screening results. The system will allow authorized persons access to screening results electronically. This will allow hospital emergency room staff or family practitioners access to patient screenings anytime during the day or night.  This system will be created and maintained by DOH IT staff and will cost the state zero dollars. 
Lois Taylor stated that the Newborn Screening Program received over 3,200 requests for results in August and 3,100 requests in September. This initiative will significantly reduce the workload of Newborn Screening staff dedicated to this activity.

Medicaid Billing Update

Randy Wilcox was not present, this item was not discussed.
Laboratory Update

Lisa Bates, Ph.D. advised of the lab’s activities since the June 1st meeting:

expanded screening

· Total specimens screened for expanded panel through Nov. ~ 17,000.
· Overall referral rate: redraws and presumptive  positive (excluding PKU) = 0.68%.
· Presumptive positive referrals to Genetic Center for confirmatory testing = 
· Effective October 3rd, 2005, Florida began statewide screening for Biotinidase and added Biotinidase to existing lab report.
· New lab report format implemented Dec. 3rd, 2005, to accommodate the AA, AC and OA disorders.
· Offering Expanded testing to entire state on Jan. 9th, 2006.
· Reviewing technology for 2nd tier mutation analysis for CF to decrease the overall referral rate for clinically significant markers.
existing screening

· Upgraded LIMS – implemented October 3rd, 2005.
Quality Assurance – 14 demographic fields essential for result calculation and patient ID are double keyed for every card.
· Began collecting Hearing Screening results, electronically, on Nov. 1st.
· Upgraded Laboratory Results Report - implemented Dec. 2005.
     Based upon feedback from stakeholders, provided “Recommended    

     Actions” section for pediatricians to quickly and easily identify

     what actions they must take.  Relegated less critical, additional information to 

     “Comments” section (this was type of information in old “Letter”).
· New DH-677 forms expected Dec. 23rd, 2005 – includes private insurance field.
· Continue to collaborate with Follow-Up Coordinators through Patient Care module of upgraded LIMS to assure “no baby is left behind”.
Dr. Pitel stated that he received an e-mail from Dr. Flotte, a CF testing expert, he expressed an interest in working with the lab on this issue.  Lois Taylor advised that she has been talking with a group of the certified CF Centers.  The CF referrals will go to the 10-15 certified centers in the state.    Dr. Bates suggested that after January 9th, a subcommittee should get together to plan for the CF screening start-up.
CMS Follow-Up Program 
Lois Taylor, RN provided an update on the CMS Follow-up Program

· Between November 2005 and June 2005 we have been working on establishing new protocols.
· Refining referral process.
· Phase-in of 11 RPICC hospitals from July – December 2005. As of today, 25% of the state is receiving MS/MS screening.

· January 9, 2006 will go statewide with expanded screening for 34 disorders.

· The three university contracts were amended to include follow-up care for the expanded disorders.
· There are 4 nurses working in CMS Follow-up Program rotating functions of baby nurse, QA nurse, “other” nurse who works on closing cases, and one who  travels providing hospital training and education.

· Went live December 1st with new data system.  We will parallel old and new system through December 31, 2005.

· From February – December MS/MS statistics:
· 123 referrals

· 25 referred to Genetic Centers

· 98 Borderline requests for repeats

· 1 –deceased

· 23 normal

· 1-TFP expired

Dr. Pitel asked how many presumptive positive PKU’s are lost to follow-up. Ms. Taylor stated that there were none. CMS immediately contacts the referral centers who call the parents.  Dr. Pitel stated that it seems that the other disorders don’t have the same issue with lost to follow-up as the sickle cell cases. Ms. Taylor stated that CMS is aware of the issue and that the follow-up nurses have been calling the parents first on all sickle cell referrals and then calling the referral centers in order to make a quicker contact with the family to try and help lower the lost to follow-up rate.  Dr. Pitel asked if there has been any issue with the use of fake addresses and phone numbers. Letwyla White stated that it has been a problem, but the program now has access to the Medicaid database which has been used to locate the mother’s accurate telephone number and address. 
Referral Center Update 

Dr. Zori stated all three centers are addressing issues of where they are going and what they need to do. Gainesville is focusing on training. The counselors are in training – they meet about every three weeks to discuss issues and what is going on.  They are working on fact sheets. Dr. Zori went to Mayo for a 2-week training.  They hope to hire a Biochemical Geneticist within a year.  At some point the issue needs to be revisited to see where the regions are.
Much discussion followed regarding the need to properly fund the follow-up at the centers and to create an environment in Florida that has incentives which will attract trained individuals to want to work here in the state.  Dr. Pitel asked if the council would like to create a subcommittee to address the funding issues. Ms. Hellrung volunteered to look and see what other states are doing to fund their follow-up programs. Dr. Zori, Helen McCune, Dr. Kahler, Dr. Pitel volunteered to work on the project.
CDC/Emory Grant  Discussion
Mittie Moffett provided an update regarding the SERGG grant which they have had for two years.  The first part of the grant is to establish a video conferencing network with the nine states and two territories (Virgin Islands and Puerto Rico). The main purpose is for physicians to be able to network and discuss the issues regarding the expanded newborn screening.  Dr. Zori will be getting the equipment soon and will become the network representative for Florida.
Ms. Moffett applied and received funding from a small mini grant to address developing education for nurses who will be providing case management to children diagnosed through the newborn screening program.  The goal is to improve ability of public health nurses in the state to provide nursing management of infants and children with metabolic disorders. The objectives are: (1) to develop an assessment of the educational needs, (2) to develop the curriculum content, and (3) to deliver the course through two-way video conferencing system.  Lynette Wright who is a nurse and genetic counselor from Emory has been selected to develop the educational materials.   She is working with someone to develop a mechanism where the materials will be web-based and accessible by anyone on the internet. 
New topics introduced with discussion
Dr. Fifer stated that Dr. Chan told him this morning that the database is working recording the hearing screens results from the specimen cards which is a significant point of progress from our last meeting.  At the last meeting Karen Anderson made a presentation on the Audiology Centers of Expertise (ACE) which were designed to be referral centers.  When she made the presentation in the field it did not work within the audiology community. There were two primary reasons why it didn’t work: (1) the requirement to accept all clients regardless of the ability to pay and (2) concern that this would disrupt the process of some hospitals that already have referral networks in place.  A new proposal has been developed to register or enroll pediatric audiologist to receive referrals in order to diagnose hearing impairment and to include the fitting of hearing aids. The proposal consists of an enrollment review board which would include several audiologist throughout the state looking at work history, credentials etc. in order to development a roster of pediatric audiologists that have the capability and resources to fulfill the same goal as the ACE proposal.
Summary

Dr. Pitel thanked everyone for coming and stated there is a lot of work and a lot of opportunity, but 2006 will be a very interesting year for the children of Florida.

There being no further business, the meeting was adjourned at 2:15 p.m.
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