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Handout # 1


GENETICS AND NEWBORN SCREENING ADVISORY COUNCIL MEETING

The Genetics and Newborn Screening Advisory Council meeting was held in Tallahassee on July 13, 2007 at 4025 Esplanade Way, Room 301.

Members Present:
Paul Pitel, MD, Chairman, Jacksonville

Ming Chan, PhD, Jacksonville

Roberto Zori, MD, Gainesville

David Auerbach, MD, Orlando
Phyllis Sloyer, RN, PhD, Tallahassee representing Joseph Chiaro, MD, Tallahassee

DeeJay Hellrung, MS, Gainesville

Becky Maguire, RN, Tallahassee

Carmen Cummings, Tallahassee

Dorothy Shulman, MD, Tampa

Julia St. Petery, MD, Tallahassee

Lori Proia, RN, MS, Cape Coral

Robert Fifer, PhD, Miami

Bonnie Hudak, MD, Jacksonville

Members Absent:

Louis J. Elsas II, MD, Miami

Cyril Blavo, DO, Ft. Lauderdale 

Joseph Chiaro, MD, Tallahassee

Guests:

Bryce Heese, MD, Gainesville

Helen McCune, RD, Gainesville

Laura Martin, Jacksonville

DOH Personnel Present:

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

Sherri Hood, MS, CMS, Tallahassee

Ann Filloon, CMS, Tallahassee

Mary Canova, RN, CMS, Tallahassee

Donna Barber, RN, MPH, CMS, Tallahassee

Ralph Anderson, RN, CMS, Tallahassee

Drew Richardson, CMS, Tallahassee

Madeline Nobles, CMS, Tallahassee

Max Salfinger, MD, Bureau of Laboratories, Tallahassee
Jasmin Torres, Bureau of Laboratories, Jacksonville
Dr. Pitel called the meeting to order at 10:12 am and introductions were made. Dr. Bonnie Hudak is the newest addition to the council and was appointed to replace Dr. Terrence Flotte. She is with Nemours Children’s Clinic in Jacksonville and is the medical director for their Cystic Fibrosis center. 
Approval of Minutes

The minutes of the previous Council meeting, held on January 26, 2007, were presented and approved.  

Strategic Planning/GAP Analysis

Dr. Pitel introduced the strategic planning and GAP analysis idea once again asked that since we did not get the language that we wanted passed. What the committee wanted was to get language to cause the committee to craft a report to get back to the legislature. What we need to do is discuss why it didn’t happen this year and how are we going to make this happen next year?

Update of Legislative Session
Ms. Hellrung suggested that the proviso language that March of Dimes was promised did not get introduced or submitted.
Phyllis Sloyer, RN, PhD provided an update regarding the 2007 legislative session. She stated that the language to do another study was developed and initially we thought it could get introduced as a bill, and it was going to have to be introduced from an outside party. She advised the council that Kid Care bills monopolized much of the health care discussions in both the Senate and House during this session and that the channels for the introduction of language would be utilized next session. Proviso language was attempted as a part of budget, but did not go through. We intend to introduce it through the agency process and this is happening now. The State Surgeon General will be considering budget issues and changes to substantive legislation. The Newborn Screening legislation for the GAP analysis or study will be introduced with a dollar amount of approximately $250,000. This will be a one-time, one-year request for legislation. We are early enough to do this. If this doesn’t get out of the department, then other avenues must be pursued. The timeframe for discussions is coming up in the following week and the week after the calendar for submitting issues has been moved up. A proposal for reductions has also caused the calendar for budget issues to be moved up.
The money is slated for a study to develop a report to detail what an ideal screening program would look like.

There are two other issues that we need to address: the first is the ability of the newborn screening program to conduct a certain level of research as it impacts the medical schools. The second is the ability to allow a “death review” type of process to review cases that have been problematic and learn from them as well as recommend changes or improvements as a part of a quality improvement process. Legislation may not be necessary, depending on the nature of the client-specific information.

Dr. Sloyer led the discussion on legislation that has been introduced at the national level by Senator Clinton (D-NY) about newborn screening follow-up. Strategic planning and follow-up are issues for areas like Washington D.C. and Virginia. Again, the need for effective follow-up programs was stressed by many members of the council and there has been congressional testimony and emphasis on this at the national level. Concerns have been expressed that expansion without follow-up is unwise.
The big question proposed by Dr. Pitel was if it is not handled within the Department of Health, then how is it going to be handled?

Dr. Pitel refers to his presentation slides regarding the GAP analysis/Strategic planning.

The major issues addressed are what do we do with these kids once they are identified, how to track them to make sure that they are receiving the care that they need and are followed continuously. We also need to know what we are able to accomplish or not for them. The goal was to convene a group to discuss these issues.

Dr. Howell at NIH is a big supporter of the program in FL and would be willing to assist us in getting external support to do something like a cost/benefit analysis for the legislature. It was also suggested to seek the benefit outside funding (like grants) from outside sources like the Jesse Ball Dupont foundation in Jacksonville for the planning process.

Regional standardization was discussed as another important issue for him to address.

A motion was presented to invite Dr. Howell to our next meeting. Motion was seconded and passed. He should receive an invitation to next council meeting. It was agreed that using his name, his contacts and his influence to our advantage for this program is a good idea.

Small task force meetings will be utilized and then consolidate findings.

Laboratory Update

Jasmine Torres gave the statistics for the State Screening Laboratory in Jacksonville.
She gave a PowerPoint presentation with the following statistics.

Total Number of Specimens Received 01/01/07 – 06/30/07

152,609 specimens
119,524 – First specimen  (7-8% of total)  

37,605 – Repeat specimen   

1,595 – Unknown  

61 – Unsat due to mismatch

3,824 – Unsat 

Specimens tested = 148,724

Unsatisfactory Specimens

3,824 (152,609)


2.5% 
Compared to: Jan-June 2006 (155,375)

4,840


3.1%
Turn Around Time

Receipt Date To report Date

       Normal = 3 days


    Abnormal = 1-2 days

Compared to: Jan-June 2006



Normal = 8 days



Abnormal = 1-2 days
Positives Found (MS/MS)

11 Confirmed Positive

PKU =1

Hyperphenylalanemia =1

Ethylmalonic encephalopathy =1

Propionic Acidemia = 1

LCHAD= 1

MCAD = 1

VLCAD = 1

Citrullinemia = 1

3-MCC = 2

Biotinidase = 1

CF

Projected start date : July 30,2007

IRT ( Wallac Kit)

DNA (Third Wave Technologies)

Discussion of case reports and what is the turn-around-time for expecting them to be returned to CMS in order to close the case.

The cutoffs for certain conditions was discussed as a quality control issue to determine which disorders may or may not have skewed data (low numbers) for the state of Florida.

Concerns were expressed and discussed that there is no system in place to track kids that are missed that may or may not show up in an emergency room.
IRT and DNA testing is already in place and being validated while some instrumentation is still being installed.

There was a discussion of the complexity of issues for CF genetics by Dr. Hudak.
In progress:


Electronic Birth Certificates – linking to NBS database through vital stats


Automation of hemoglobinopathies – will be faster


Testing of babies from the Virgin Islands – Lois will address this later. Jasmine expressed concern that we would need a separate coding system for these samples.

The Virgin Islands has approximately 1800 samples per year and is currently sending samples to New York for testing. They only are testing for four disorders and they do their own follow-up. We would do the entire FL panel for them.

Questions and discussion regarding what jurisdiction and responsibilities we would be taking on if we started their testing. 

CF Implementation Update
Dr. Bonnie Hudak gave an overview of how the basic CF screening and referral process will work.

Dr. St. Petery initiated discussion and follow-up of a standardized letter that would be sent to pediatricians informing them of the process. She expressed a strong interest in reviewing such a letter and providing feedback and comments before it was sent out. She also stressed that pediatricians should be given this information before CF screening implementation.

There was a discussion of insurance coverage for unfunded babies for sweat testing and how that gap will be covered if a company refuses to pay. 

CMS Follow-Up Program Update 
Lois Taylor, RN, provided an update regarding the expanded newborn screening and the number of positives found to date. 
A handout referencing statistics was provided. There was one change in the data for MS/MS borderlines (in blue) the change should be from 829 to 776. Blue means borderline and red is presumptive positive.

Referencing the hand-out provided, Ms. Taylor stated that Dr. Charlie Williams has suggested a series of statewide video/teleconference calls for discussing cases. A copy of his email was provided to members.
Suggestions were made for a September start month and a quarterly meeting in preparation for the statewide meeting. 

She also mentioned a statewide meeting for all different disciplines for January 2008 somewhere in the Tampa/Orlando area.

The changes to the NBS rule were discussed and a date has not been set for the hearing. The rule must be reopened each time we want to change the rule. Dr. Fifer wants to have a copy resent for review.
The March of Dimes is the best advocacy group to use for these services.
Ms. Taylor mentioned that Lynette Bronte, a psychiatrist from Joe DiMaggio Hospital could come and present at the next advisory council meeting to talk about what to do at the other hem/onc centers. 

There was discussion of CF Implementation and how it will work by including CMS area offices as referrals from NBS for CF. issues such as billing, payment and referral overlap were mentioned.

Concerns were expressed that insurance coverage and the medical necessity of confirmatory testing were not legislatively mandated.

Mittie Moffett – reported in a hand-out about her grant for education for public health nurses regarding expanded newborn screening. 

CF Centers – discussion of guidelines from CF Foundation and Dr. Phil Farrell to be a CMS CF center. Ms. Taylor suggested that Dr. Maria Franco will be invited to the January meeting to provide an update on what the centers have been developing.

Audiology Review committee update
Dr. Fifer provided an update on the Audiology Review Committee Update. He addressed the concerns of follow-up and referrals within the state. He provided a Powerpoint presentation with the plan and purpose of the committee which is to provide a quality list of pediatric audiologists for babies that need hearing referrals.
Concerns were expressed that the application process is lengthy and that not enough audiologists are willing to take the time to go through the process to apply.

The key needs are that CMS has only one year of funding left for the follow-up piece and needs to fund this long-term.

Overall, it was decided that the enrollment of providers was doing fairly well for being implemented such a short time ago.
Hospital Hearing Reports Update

Ann Filloon provided statistics on hospital reporting for hearing results and provided a hand out on the statistics.
We are identifying more babies and are capable of giving feedback to hospitals regarding their hearing screening rates and results.

Improvements in linking have been attributed to these increased numbers.
PALS System Progress Presentation

Drew Richardson gave a live demonstration of the new FNSR system. The acronym stands for Florida Newborn Screening Results.
The domain name we are registering will be www.fnsr.net 

We will be in production in approximately three weeks.

Drew demonstrated how the security encryption works with a sample logon feature. He also showed the group how the system will find records based on mother’s last name and dates of birth. This system is intended to be used by registered physician’s and their offices only and is for easy-to-find babies.

It is anticipated that the most frequent users will be the testers and the first to be registered.
Submitted Issues for Discussion 
Medical foods issue by Dr. Curran and standardization of each state’s requirement for medical coverage according to the March of Dimes.

Public Comments/Questions
There were no public comments or questions.

Wrap-Up
Sherri Hood presented a few wrap-up items before the council dismissed. The minutes will be sent within two weeks for review, the NBS rule will be resent for review and comments as requested by Dr. Fifer, and a group picture will be taken.  
There being no further business, the meeting was adjourned at 2:10 p.m.[image: image1.png]
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