
GENETICS AND NEWBORN SCREENING ADVISORY COUNCIL MEETING

The Genetics and Newborn Screening Advisory Council meeting was held on Friday, July 15, 2011 at the Florida Department of Health, 4025 Esplanade Way, Tallahassee, Florida. 
Call to Order:

The meeting was called to order at 10:00 am, EDT by Paul Pitel, MD, Chairman of the Council. Roll was taken.
Members Present:
Paul Pitel, MD, Chairman, Jacksonville

Phyllis Sloyer, RN, PhD, FAHM, FAAP, Tallahassee

John Waidner, MD, Jacksonville

Robert Fifer, PhD, University of Miami

Lori Gephart, RN, Tallahassee
David Auerbach, MD, Orlando
Frank Diamond, MD, filling in for Dorothy Shulman, MD
Cyril Blavo, DO, Fort Lauderdale

Melissa Joiner, March of Dimes
Stephanie Sacharow, MD, Miami, filling in for Dr. Barbouth
Laura Martin, MD, filling in for Bonnie Hudack
Melissa Perez, Tallahassee

Bonifacio (JoJo) Dy, MD, Bureau of Laboratories, filling in for Max Salfinger, MD
Penny Edwards, MS, filling in for Dr. Zori
Bonnie Hudack, MD (via conference call)
Members Absent:

Roberto Zori, MD, UF, Gainesville

George Fox, Consumer, Gainesville

Dorothy Shulman, MD, AllKids, St. Petersburg
Deborah Barbouth, MD, UM, Miami
Max Salfinger, MD, Tallahassee
Bonnie Hudack, MD, Nemours, Jacksonville
Guests:

Linda Carter, PerkinElmer, Inc.

Alitta Boechler, University of Miami student
Molly Vangorp, University of Miami student
DOH Personnel Present:

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

Drew Richardson, CMS, Tallahassee

Allison Westphal, RN, CMS, Tallahassee

Donna Barber, RN, CMS, Tallahassee
Brandi Andrews, RN, CMS, Tallahassee
Julie Meadows-Keefe, DOH, Tallahassee

Pam Tempson, MS, CMS, Tallahassee
Mary Grace Tavel, DOH, CMS, NSP

Stephanie Higgins, CMS, Tallahassee
Charlotte Curtis, RN, CMS, Tallahassee
Jasmin Torres, Bureau of Laboratories, Jacksonville

Housekeeping/Reminders
Dr. Pitel reminded the council members to turn in their lunch money, return their travel vouchers, to review the minutes from the previous advisory council meeting, and to turn off all cell phones and beepers.
Introduction and Brief Bio:

Melissa Perez introduced herself with a brief biography and summarized her association with the March of Dimes.

2011 Legislative Update

Dr. Sloyer summarized the legislative activity relative to DOH and its programs. She outlined the cuts to Child Protection Teams (over $1M) and Early Intervention. The SCID issue was funded by the legislature ($1.9M); however, it was vetoed by the governor. It has been resubmitted for the upcoming legislative session.  Medicaid issues and managed healthcare were discussed. Anything tied up with the affordable care act was not supported. Pain clinics and pediatricians were affected. She alluded to the highlights of the session and said she would send out a written summary. HB 5311 was passed in the previous session. The DOH was commanded to investigate itself and create a report that would recommend a reduction and restructuring of the Department of Health. Some aspects of the report were confusing and concerning to us. The summary is on the DOH website. One of the issues was to transfer the Child Protection Teams to the Department of Children and Families and eliminate or outsource the rest of Childrens Medical Services to an entity that would be willing to perform all the services that CMS currently does. That recommendation was based on a 2002 study. We will be revisiting these two aspects throughout the coming year. She challenged the hypothesis that another entity could provide the services that are available through CMS cheaper than the cost of running CMS.
Dr. Pitel stated that everyone owed Dr. Sloyer a huge vote of thanks for shepherding CMS through the process.

Dr. Sloyer also pointed out that one negative result of the position cuts was the loss of Deputy Secretary Dr. Chiaro and the loss of another position of a division director. 

In the KidCare Program, that is Healthy Kids and Medikids, will cover insurance for children (in response to a question regarding insurance for children in Florida).

SCID Update
Part of this update was interspersed in the legislative summary. The council voted unanimously at its last meeting to support the addition of the Florida Recommended Uniform Screening Panel to include SCID testing and had strong support from Representative Hudson, who chairs a House Committee. Dr Pitel referred members to the SCID summary in their packets. Discussion ensued as to the viability of pursuing it again in the upcoming legislative session. He stated that based on statistics, there will be 6 to 8 children born in Florida with SCID or a SCID-like illness in the coming year who would now die, and die expensively. Dr. Waidner had questions about the financial side of the screening, and wondered whether that was what the Governor was looking at when he vetoed it. Dr. Sloyer responded with a briefing on the actual procedures that occur when an item is put into the budget and the Governor deliberates on whether that ought to be retained. She said usually DOH is solicited and respond with numbers of babies and cost estimates.  Dr. Pitel underscored that at the national level, this is part of the required universal newborn screening process. And there is profound energy among the interest group, as to how it has affected them and their families. No one knows where the next child is going to come from. This is a core public health issue. We need to make a financial argument, a standard of care argument, and use the energy of motion of those people who are very profoundly motivated.
Dr. Fifer asserted that it was definitely within the charge and purview of the Advisory Council review this issue again and offer the recommendation once again. He recited four arguments for supporting the drive:
(1) The mortality of the disease if not discovered and treated immediately;

(2) The treatability of the disease; 

(3) The cost/benefit analysis to the state of Florida; and 

(4) Conformance with the National Standard of Care.
Dr. Fifer made a motion that at the Council recommend including SCID in newborn screening. Motion passed unanimously with no opposition.
Next discussion was the contents of a letter to Dr. Farmer outlining the finances and standard of care arguments, data from Sleaseman and the NIH report. Dr. Pitel offered to work on the draft of the letter which would then be distributed to the Council members for approval. There was unanimous consent to proceed along those lines.
Melissa Joiner suggested that the Council write a letter to Representative Hudson thanking him for his support and asking for his continuing support going forward.

There was a discussion as to whether adding SCID as a bill was the best route to use. 
The Council 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 this screening would actually identify.   

Laboratory Update - Jojo Dy, MD
Dr. Dy provided an update on the state laboratory’s TSH/T4 most recent activities and issues. Topics discussed included: Discussion ensued regarding the “undetermined” number in the study.  Dr. Pitel asked what the recommendation was going forward. Dr. Fifer moved to pursue testing and Dr. Auerbach seconded the motion. Motion passed unanimously. 
Auerbach/Waidner seconded. Motion passed unanimously Committee formed to make recommendations re streamlining the process.  Dr. Pitel, Dr. Sloyer, Julie Meadows-Keefe, Dr. Waidner, Melissa Perez, Dr. Auerbach. Dr. Pitel called it an exciting opportunity to break ground for the future.
Update on E-Reports—Drew Richardson
Drew outlined the Web-based system for reporting hearing screening results. It should speed up turn-around time, and offer opportunities for additional reporting from the lab. Auto-fax deficiency is that if the receiving machine is busy, it prints the fax! The goal is to link to vital statistics for each child. Drew was added to the working group by acclimation. Extended discussion regarding notification/reporting methods ensued. It was concluded that the working group would address the problem.
Newborn Screening Hearing update—Pam Tempson

As of July 14, 1.38% of babies were not being reported. Not on card and no fax. The majority had risk factors. Sample is 90,000—100,000 babies. Some were still in the NICU. Dr. Fifer asked for an accounting the specific reasons why the babies were not screened. Dr. Waidner asked for the percentage of users of ABRs vs OAEs.
Newborn Screening Update—Lois Taylor

The number of births has decreased from 2009 to 2010. 
At 12:37 p.m., the meeting was suspended for a 30-minute lunch break.
Newborn Screening Update—Lois Taylor—Continued

Lois Taylor went over the proposed new policy regarding abnormal specimens for term infants with abnormal biotinidase, galacosemia, MS/MS disorders and babies on TPN. She asked for input from the Council regarding this policy. The proposal was to add the word “borderline” to the policy.  Dr. Sacharow made a motion to add the word and Dr. Waidner seconded the motion. There was no opposition, the motion carried.
CMS and WIC sometimes work in collaboration in order to find babies. WIC usually confers with a family within the first seven days after birth. The next contact is three months later; but in the interim, CMS has made contract. 
New Business
According to Dr. Hudack, high IRT kids should be referred.  Dr. Hudack motioned that there be no change in the current policy. Dr. Waidner seconded the motion, which carried with no opposition.
Dr. Pitel requested the members review the minutes from the previous Advisory Council meeting. Dr. Auerbach made a motion to approve them, and Dr. Diamond seconded the motion, which passed with no opposition. 

There was discussion regarding the report from Dr Piero Rinaldo, Mayo Laboratories detailing his on-site visit to the Bureau of Laboratories and his glowing review of the Newborn Screening Program.  The Lab is to be commended for the excellent report.
After review of the follow-up statistics, Dr. Pitel asked for the five most common causes of repeats. There was a consensus that early testing (less than 24 hours of age) were almost automatic repeats. There was no recommendation to change the current policy.
Dr. Fifer was invited to draw up an Invitation to Negotiate (ITN), which could be important regarding the definition of developmental disabilities in Florida Statutes. Dr. Fifer asked for discussion regarding this by the Council. He would like the state definition to more closely align with the federal definition. The purpose would be requiring continuity of care for people with these disabilities who turn 21. Dr. Sloyer pointed out that if changing the definition meant incurring additional expenditures then the chances of it going anywhere were minimal. The consensus was to table the subject pending a more favorable economic climate.
Public Comments

There were no public comments.
Adjournment

2:02 pm, EDT, the meeting adjourned.


