
GENETICS AND NEWBORN SCREENING ADVISORY COUNCIL MEETING

The Genetics and Newborn Screening Advisory Council meeting was held on Friday, July 24th, 2009 at the Florida Department of Health, 4025 Esplanade Way, Room 301, Tallahassee, FL, 32399-1707.
Members Present:
Paul Pitel, MD, Chairman, Jacksonville

David Auerbach, MD, Pediatrix, Orlando

Max Salfinger, MD, Bureau of Laboratories, Tallahassee
Julia St. Petery, MD, Tallahassee

Robert Fifer, PhD, University of Miami

George Fox, Consumer, Gainesville

Cyril Blavo, DO, Nova SE University, Ft. Lauderdale (via conference call)

Lori Gephart, RN, Agency for Persons with Disabilities, Tallahassee

Representatives for absent members:

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

Penny Edwards, MS, RD, LD/N, University of Florida, representing Dr. Roberto Zori

Members Absent:

Bonnie Hudak, MD, Nemours, Jacksonville

Deborah Barbouth, MD, University of Miami

Melissa Perez, consumer, Tallahassee

Dorothy Shulman, MD, Tampa

Penelope Tiam-Fook, March of Dimes, Tallahassee

Roberto Zori, MD, University of Florida, Gainesville

Joseph Chiaro, MD, CMS, Tallahassee

Guests:

Linda Carter, PerkinElmer, Inc.

Philicia Adams, Pediatrix, Tallahassee

DOH Personnel Present:

Maria McLeod, Bureau of Laboratories, Jacksonville

Lois Taylor, RN, BSN, CPM, CMS Tallahassee

Ann Filloon, CMS, Tallahassee

Rachel Eastman, CMS, Tallahassee

Laura Coleman, CMS, Tallahassee

Brandi Andrews, RN, CMS, Tallahassee

Danielle Plymel, RN, CMS, Tallahassee

Mary Canova, RN, CMS, Tallahassee

Kelli Stannard, RN, CMS, Tallahassee

Donna Barber, RN, MPH, CMS, Tallahassee

Drew Richardson, CMS, Tallahassee

Mary Grace Tavel, CMS, Tallahassee

Welcome/Introductions
Dr. Pitel called the meeting to order at 10:04 a.m. and welcomed everyone to the meeting.  He reminded the council members to return their travel vouchers, to discuss and vote on location of the next advisory council meeting, to read over the minutes from the previous advisory council meeting, of a change in the agenda, and about lunch collections. 
The participants introduced themselves around the room. Dr. Daniel Montero of Jacksonville, FL and Dr. Cyril Blavo of Ft. Lauderdale, FL introduced themselves on the conference call and were provided with the related meeting documents and handouts electronically.
Maria McLeod: Laboratory update and dried blood spot card issues
Maria McLeod, Ph.D., provided a presentation on different topics of importance to the Newborn Screening Program and an update of the Florida State Laboratory’s activities. 
Dr. McLeod discussed issues related to improving the dried blood spot (DBS) card: additional fields and fill-in bubbles on the card, re-designing the card, obtaining legible copies from facilities, including Spanish language on the card, vital statistics and transitioning to electronic birth records, and other additional information to possibly include on the DBS card.
Dr. McLeod suggested creating a working group that includes Florida hospitals, CMS, and the State Laboratory to discuss and propose changes on the NBS bloodspot card. 
Donna Barber mentioned that the technological capabilities from one hospital to the next are vastly different and this could be an issue if Newborn Screening and hospitals were to move to an electronic system of record keeping with screening results. 
David Auerbach, MD added that there are many issues that could arise with an electronic system including consistent capabilities among the varying facilities as well as potential new privacy and HIPPA complications. 
Ann Filloon added that Vital Statistics will be moving to an electronic data system by the end of 2010. 

Dr. Pitel asked for clarification on the process of using an electronic records system. Ann Filloon briefly discussed the process of using this as it relates to the Newborn Screening bloodspot and hearing results. 
Dr. Pitel stated that only recommendations can be made at this time on a new DBS card. 
There was additional discussion on the pros and cons of moving to a Spanish/English version of the blood spot card. Dr. Pitel commented that the card was not readable with both English and Spanish included on it as the wording was too small and cluttered. Additional discussions continued regarding confidentiality concerns, Spanish DBS cards, blood spot integrity, and the implementation of a barcode on the card. 
Dr. Pitel stated that a flow diagram is needed to look at the process of specimen collection with the DBS card - who receives the card and what actions does it go through in the process? This will be required before any conclusions or decisions can be reached. 

Dr. McLeod continued with a summary of statistics from the Laboratory over the past year and compared rates with the past two years. Consistency of information with Vital Statistics and the State Laboratory reports has improved and the number of newborn deaths has decreased over recent years.  She discussed infectious diseases such as Toxoplasmosis and congenital cytomegalovirus and the risk to the fetus resulting from maternal infection. 
Dr. Pitel asked Dr. Fifer to comment on this. Dr. Fifer mentioned that, unless there are symptoms, hospitals are not screening newborns for congenital cytomegalovirus (CMV), a risk factor for hearing loss. CMV has a high probability of delayed onset hearing loss.
Lois Taylor stated that the Newborn Screening Program does not currently have an infectious disease specialist or follow-up process for infectious disease screening such as Toxoplasmosis or CMV. These changes would need to be implemented if screening for these diseases were required. 

Dr. McLeod answered that the purpose of this grant is to determine if these screenings were necessary. 

Penny Edwards pointed out that although looking towards screening for new diseases and disorders is a positive step in newborn screening, it would also be beneficial to look at current programs and referral systems and how to improve the processes that are already in place. 
Dr. Salfinger said that Florida’s methods are not necessarily inferior, but it is important to be open to evaluating and implementing new processes if better methods become available. 
Maria added that each state is different and different methods may be needed according to demographics of that state. 

Legislative Update:  Randy Wilcox of Children’s Medical Services
Randy Wilcox, Bureau Chief of Children’s Medical Services Network Administration, provided an update of the current Legislative issues relevant to Children’s Medical Services. 

Children’s Medical Services lost 19 positions this year, which is problematic as no positions have been gained in the last 10-12 years.  There was a shift in positions from contracted staff positions to full-time positions.  The 2% pay cut for employees earning more than $45,000 per year was vetoed by Governor Crist. This will create some deficiencies and will possible affect other areas of CMS including leaving vacant positions unfilled. 
The largest cut CMS incurred was to the network category. Contracted services programs were cut by about $1.2 million. Amendments are being put into place to adjust the areas where those reductions are being taken. 
Also eliminated and worth noting were non-recurring special projects, cranial-facial surgery funding that had been implemented the prior year, and funding for fetal alcohol spectrum disorders.  In the coming year there is an anticipated growth projection of child enrollments in many areas of CMS. 

CMS has been authorized to utilize funding to competitively procure a third party administrator to replace the current data system, which is over 25 years old and laden with issues. 
Dr. Pitel asked if the cuts to contract services mentioned will affect genetic services. 
In response to Dr. Pitel, Lois Taylor replied that she believed that the program would be safe this year as the program was up for review and possible cuts last year. Randy Wilcox also agreed with this assessment. 
Lastly, he mentioned that proviso language stated that continuing education credits and professional development of CMS employees was not a priority and funds for these activities would not be allowed for use by CMS. 

The meeting paused at 12:00 noon for lunch. 

Approval of meeting minutes

The meeting resumed at 12:30. Dr. Pitel proposed a motion to approve the previous Advisory Council meeting’s minutes. The motion was passed with no dissention. 

Dr. Fifer: Update on prepaid therapies 
Dr. Fifer provided an update on the recent issue of prepaid therapies and Medicaid coverage. After the last Advisory Council meeting in January, the prepaid therapy and Medicaid reform issue became a moving target. Once feedback began flowing in, and investigations were begun regarding this issue, AHCA was flooded with about 200 denial claims from the utilization management companies. These activities started the process of reviewing the prepaid therapy services system. Prepaid therapy is currently on hold and contracts with the management review companies are frozen until the issues with denial of services are clarified and solved. AHCA continues to receive feedback from the therapy community regarding denial of services. 
Denial of therapy services has recently become a greater issue by means of HMO companies redefining and limiting the scope of services and what they determine is actually medically necessary. 

This issue needs to be elevated to the Federal level. Dr. Fifer will be traveling to Washington, DC in September to speak with those from the Medicaid branch of CMS to discuss what has been happening at the state level with Medicaid and therapy services. 

Ann Filloon commented that there is difficulty in locating audiologists who accept Medicaid and asked Dr. Fifer if there are any HMO’s that he recommends. 

Dr. Fifer replied that the number of Audiologists in Florida that accept Medicaid has dwindled. 
Dr. Pitel asked if there is anything that the Advisory Council can do to help.

Dr. Fifer stated that this is a news item to make the council aware of the issue; the therapy services issue will need to be elevated to the Federal level. 

George Fox asked Dr. Fifer about parental involvement in therapy services. 

Dr. Fifer replied that it is known that parental involvement enhances therapy services and education of the parent is very important.
Dr. Fifer proceeded to discuss antibiotic therapy, specifically gentamicin, and related testing protocols. Gentamicin, if taken at high doses and/or for prolonged periods of time, can cause permanent damage to the ear and hearing-related issues. Dr. Fifer provided an explanation of the biological mechanisms for these specific types of antibiotic therapies that have an effect on ear functioning. A review of existing literature was presented. Dr. Fifer concluded that, according to literature, there is a very low overall probability of damage to the ears with use of aminoglycoside antibiotics. 
Drew Richardson: FNSR presentation

Drew Richardson presented on the Florida Newborn Screening Results (FNSR) system currently in use at CMS. The system, since implementation, has alleviated about 30-35% of physician requests to the CMS Newborn Screening office.  Mr. Richardson demonstrated how to set up an account, look up a newborn screening result, and how to navigate the system. 
A discussion ensued regarding the length of time screening results are held in the system. Currently results are held in FNSR for 6 months. Dr. St. Petery commented that this is not enough time, and other council members agreed with this. 
Dr. Pitel asked if anyone would be interested in making a motion to increase the length of time that FNSR retains newborn screening records. He suggested that, from this point forward, to retain these records in the FNSR system for ten years. 
Dr. Fifer made a motion to propose that Florida Newborn Screening Results online system begin retaining newborn screening records for a minimum of 10 years. 

The motion was passed with no dissention. 

Ann Filloon mentioned that hearing screening results should also be made available through FNSR. 

Dr. Pitel asked for any comments on this, and if anyone would like to make a second motion on this action. 

Dr. Fifer made a second motion that audiological and hearing screening information needs to be available and accessible through the FNSR system. 

The motion was passed with no dissention. 

Dr. Pitel asked how Newborn Screening is informing potential users of the availability of FNSR. 
Drew Richardson replied that, to begin with, a select group of users were selected as a test group to utilize FNSR. Next, any physicians who requested multiple records were sent information on FNSR and assisted with account and password set-ups. Lastly, the fax cover sheet was modified to include FNSR information and was disseminated to all physician requestors. Additionally, CMS and Medicaid newsletters were mailed which provided information on FNSR, thereby increasing the amount of physicians setting up accounts and utilizing the system. 

Lois Taylor: NBS update and referral center protocols
Lois Taylor began by introducing Mary Grace Tavel as the newest member of Newborn Screening and her role as the Florida Coordinating Council for the Deaf and Hard of Hearing facilitator. 
Ms. Taylor provided an update on Newborn Screening statistics and included a handout detailing these numbers. She reviewed the number of physician requests, referred babies, interpreter calls, and confirmed cases of the diseases screened for in Florida. 

The Florida Newborn Screening Guidelines are currently in the review process. Follow-up staff, State Laboratory, referral centers, select physicians, and the CMS local area office have all received the guidelines for review and comment. It is now time for the Advisory Council to review the guidelines and submit comments or edits before they are finalized. 
The council will need to decide whether to adopt the new CLSI NICU guidelines or keep the current State of Florida NICU guidelines. 

Discussion of ultra-high IRT levels and Cystic Fibrosis referrals
Dr. Pitel requested Lois Taylor to review the issue of Cystic Fibrosis and ultra-high IRT levels. 
Lois Taylor stated that although NBS makes many referrals of ultra-high IRT levels there were no diagnosed cases of Cystic Fibrosis with these IRT levels. With this information in mind, Newborn Screening has asked referral centers if these children should be referred out to the Cystic Fibrosis centers for confirmatory sweat tests or not. Bonnie Hudak, MD consulted Dr. Ferrell, who was instrumental in helping implement the CF program in Florida Newborn Screening regarding this issue. Dr. Ferrell advised that ultra-high IRT is not desirable as an indicator for follow-up sweat testing; however there may be rare circumstances in which a baby with ultra-high IRT may have Cystic Fibrosis. The Advisory Council will need to make a recommendation on this issue in light of the information given. 
Dr. Pitel recommended that in the interim the CF referral centers, with Dr. Hudak, follow forthcoming national and international guidance and change protocol accordingly. In the meantime, if screening results indicate ultra-high IRT levels, the laboratory will send a letter to referring physicians indicating the levels and the low likelihood of the child developing Cystic Fibrosis. These letters will direct the referring physician to watch for signs of CF. 
Lois Taylor continued that this letter will be sent to the Primary Care physician rather than the parent, and will be part of the lab report under recommendations and findings. The submitting entity will receive the report. 
Dr. Auerbach stated that this letter could be handled by the NBS referral program. 

Dr. Pitel stated that there are two parts in the decision process: first, does the council agree that this is an appropriate change and secondly, who will be sending the letters out?  
Dr. Pitel requested a draft letter to be reviewed and approved by the council that NBS will use in the ultra-high IRT cases. 

Danielle Plymel, RN of CMS commented that it is the Pediatrician’s responsibility to locate and ensure newborn screening results are received. 
Dr. Auerbach mentioned that, although information such as ultra-high IRT levels may not be useful in the present, this information may become useful for research or health history purposes for that child’s future. 

Dr. St. Petery added that mentioning CF or ultra-high IRT to a parent can be serious and frightening and it is important to choose language carefully when sending out these letters to parents. 

Dr. Pitel concluded the discussion by requesting a draft letter to be reviewed by the Advisory Council. 

Lois Taylor answered that this will be available at the next council meeting and Newborn Screening will consult with CF referral centers to clarify any issues and develop language for the letter. 
Dr. Pitel: discussion of liability of referral centers and primary care physicians

Dr. Auerbach spoke about responsibilities and liability issues between referral centers and primary care physicians.  There has been animosity between the two in terms of who is responsible for the care of certain patients.  Who is liable? There needs to be clarification on contractual obligations and what is required from each part. A legal opinion will need to be sought to clarify contractual obligations and liability responsibilities. 
Lois Taylor explained that a legal opinion was sought from Julie Meadows-Keefe (Department of Health legal).  She was asked what the options are if the referral centers do not necessarily agree with the primary care physician’s course of action (as long as within the standard of care).  The legal suggestion was that the referral centers communicate the recommended care and treatment to the Primary Care physician, document the communication and take no further action. However, if the referral center feels that the child’s life may be in danger by the Primary care physician’s treatment, the referral center should contact Newborn Screening to ask for assistance as well. 
Danielle Plymel asked for further clarification on asymptomatic babies and primary care physician’s recommendations and if there should be any additional protocols in place to protect Newborn Screening and the NICU. 

Lois Taylor answered that just documentation of the phone call is necessary, and additional reasons for case closure can be included in the data system if necessary. In the past, Newborn Screening has always listened to the Primary Care physician. 
Additional questions/comments

Lois Taylor brought up an issue regarding billing for newborn screening testing. 
In 2004, there was a change in the statute that allowed NBS to bill for newborn screening tests. Although billing is allowed, Newborn Screening has had difficulty collecting these fees from third parties. What is needed is an insurance mandate.  The laboratory submitted some statutory changes and new language to FS 383.14, and the annual audit of NBS by the Inspector General was deleted. These changes have been submitted for review for the 2010 legislative session. 
Dr. Auerbach made a motion to support these statutory changes if they are accepted by the legislature in 2010. The motion was passed with no dissention. 

Concluding comments

Dr. Pitel requested a complete flow chart and set of choices of the newborn screening blood spot card protocol and suggested changes that have been made. This would be done within the next couple of months, before the next Advisory Council meeting would occur. 
Dr. Pitel confirmed that the location of the next Advisory Council meeting will be held in Jacksonville, given that the building is technologically ready for the meeting. 

Dr. Fifer added that he would like an additional line item on the Newborn Screening statistics report detailing delayed onset hearing loss. Ann Filloon replied that the numbers detailed on the statistics report currently lump together newborn screening hearing results as well as delayed onset hearing loss.  Dr. Fifer suggested they speak at a later time. 
George Fox asked how implementation of changes and screening of new diseases is accomplished in Florida.
Lois Taylor replied that Florida follows the American College of Medical Genetics recommendations for newborn screening. They are currently recommending screening for 29 disorders, and Florida screens for those full 29 disorders in addition to 6 more. 
Dr. Pitel added that the National Institute of Health has a panel that is reviewing these recommendations as well. Dr. Pitel asked for a status update from Dr. Howell, Chairman of the Advisory Committee on Heritable Disorders in Newborns and Children, and the panel currently reviewing the list of recommended screened disorders. 
Dr. Pitel thanked the group and the meeting was concluded at 2:10 p.m.

PAGE  
10

