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GENETICS AND INFANT SCREENING ADVISORY COUNCIL MEETING

A Genetics and Infant Screening Advisory Council meeting was held in Tallahassee on June 27, 2003 at 4025 Esplanade Way, Room 301.
Members Present:
Allen Root, M.D., Chairman, Tampa

Paul Pitel, M.D., Jacksonville 
Sheah Rarback, R.D., Miami, representing Louis J. Elsas II, M.D.
Ming Chan, Ph.D., Jacksonville

Robert Zori, Ph.D., Gainesville, representing Daniel J. Driscoll, M.D.
Becky Maguire, R.N., Tallahassee

S. Elizabeth Ford, M.D., M.B.A., Tallahassee

Members Absent:

Cyril Blavo, D.O., Ft. Lauderdale 
Myrna Martin, Tallahassee

Alfreda Blackshear, M.D., Tallahassee

Terry J. DeClue, M.D., Tampa

Lisa Fragano, Miami

Guest:

Sam Grossmann, Neo Gen Screening, Tennessee
Pam Arn, M.D., Nemours, Jacksonville
DOH Personnel Present:

Mike Haney, Ph.D, Children’s Medical Services (CMS), Tallahassee
Lois Taylor, R.N., CMS, Tallahassee

Ann Filloon, CMS, Tallahassee

Mittie Moffett, R.N., CMS, Tallahassee


Barbara Wilson, R.N., CMS, Tampa

Pat Sage, CMS, Tallahassee
Nancy Knox, CMS, Tallahassee

Helen McCune, R.D., U. of Florida, Gainesville 

Tom Koch, DOH, Tallahassee

Dan Thompson, DOH, Tallahassee

Susie Ajoc, Bureau of Laboratories, Jacksonville

Jim Evans, Bureau of Laboratories, Jacksonville
Betsy Wood, R.N., Family Health Services, Tallahassee

Felisha Dickey, Maternal & Child Health, Tallahassee

Gary Sammet, Vital Statistics, Jacksonville

Jim Ballard, Vital Statistics, Tallahassee
Ken Jones, Vital Statistics, Jacksonville

Meade Grigg, Vital Statistics, Tallahassee
Dr. Root called the meeting to order at 10:15 a.m and introductions were made.
Resolution for Service
Dr. Root made a resolution to thank Ms. Wanda Hull for her decades of devotion to the Infant Screening Program and requested that this be conveyed by Susie Ajoc and by a formal note from the Advisory Council.  

Approval of Minutes

The minutes of the previous Council meeting, held on August 17, 2001, were presented and approved.

Election of the Chairman

Dr. Root announced that the election of the chairperson was on the agenda and asked for nominations.  A nomination was made and passed that Dr. Root continue as Chairperson of the Council.
Name Change for Advisory Council

Dr. Root suggested that the Council’s name be changed from Genetics and Infant Screening Advisory Council to the Genetics and Newborn Screening Advisory Council to more specifically reflect the patients served.  After discussion, the name change was approved.

Review and Approval of Advisory Council By-Laws

Dr. Root presented revised Advisory Council By-Laws for adoption with the following amendments:

· Article I, Section 1 – Change the name to the Genetics and Newborn Screening Advisory Council

· Article III, Section 1 – A question was raised concerning the need to increase the number of members to include a representative from the new FSU School of Medicine (4 medical schools are now represented).  After discussion, this issue was deferred until Dr. Haney evaluates the focus of the FSU medical school.  

· Dr. Root inquired whether, since we are assuming responsibility for the hearing program, does the membership need to be increased to include someone with expertise in the area of hearing impairment.  After discussion, it was recommended that the number of members be increased to 13 members to include a representative with expertise in hearing impairment.  CMS will seek qualified applicants who want to be a member of the Advisory Council.  Dr. Ford will review the applications and present a recommendation to the Secretary.

· Dr. Haney suggested that the representative from the Children’s Medical Services Program Office should be the Children’s Medical Services Deputy Secretary or designee.

· Article VI, Duties – This section was discussed to determine if changes should be made to reflect the activities of the task force and advances in technology.  (not clear)  Further discussion determined that the current language is appropriate.

The By-laws were adopted to reflect the Council’s name change to the Genetics and Newborn Screening Advisory Council, to increase the number of members to 13 to include a hearing impairment representative, and to designate the Children’s Medical Services Deputy Secretary or designee as the CMS representative.

Legislative Update

Dr. Haney informed the Council that the public health bill, which included language to change the name of the program to the Newborn Screening Program, did not pass in the regular or special sessions.  The language will be included in the public health bill in the next legislative session in March 2004.  It will include the language in last year’s bill. 

Dr. Root inquired if it would be out of the purview of the Council to draft a letter to the legislators asking them to review the recommendations of the Infant Screening Task Force.  Dr. Haney suggested that Dr. Root, as the Chair of the Task Force, draft a letter to the Governor, the Speaker of the House, the President of the Senate, and the health committee chairs asking them to reconsider the recommendations.    

Dr. Haney further informed the Council that legislative budget requests for next year are currently being prepared, and the recommendations from the Task Force are included in the budget requests to be presented to the Secretary of the department.  Two items are being requested-- one for $832,000 to provide a hospital courier service and a nursing consultant; the second requests funds to replace CDC and HRSA grant funds which will expire in 2004. 

After much discussion, the Genetics and Newborn Screening Advisory Council adopted and endorsed the findings of the 2001/2002 Task Force Report.  The Advisory Council determined that Dr. Root, as chairman, could represent the advisory council in communications with the Governor, Speaker of the House, President of the Senate and the major health committee chairs.  Dr. Root will include a copy of the June issue of Pediatrics and June issue of the New England Journal of Medicine, both of which support tandem mass spectrometry, with his letter requesting the Task Force’s findings be addressed by the legislators.  

Children’s Medical Services Program Realignments

Dr. Haney discussed the program realignments that have occurred in Children’s Medical Services based on the Secretary’s direction.  The disease specific programs--genetics, hematology/oncology, sickle cell and HIV have been assigned to the CMS Network. The Regional Perinatal Intensive Care Centers Program and Obstetrical Satellite Clinics were also moved to the CMS Network.  Combining the Metabolic and Hearing Screening Programs created the Newborn Screening Unit.  This is in line with the national movement to ensure Metabolic and Hearing Programs are combined.  This continues to be evaluated in order to operate more efficiently and to maximize the available resources.  

Meeting Format

Mr. Haney stated there is video conferencing technology in CMS with many available sites throughout the state.  On occasion, we may use this technology in order to maximize resources.  Dr. Root suggested we utilize it when there is a need for more than one meeting each year.  Dr. Pitel suggested we use it to move our agenda ahead.  

National Newborn Screening Resource and Genetics Center Program Review

The National Newborn Screening Resource and Genetics Center was asked to review the Florida program.  They will spend a day at the Laboratory to review their procedures and spend a day at the University of Florida referral center and a hospital in the area.  Then they will travel to Tallahassee to review our follow-up procedures.  A copy of the Task Force’s report and program information was forwarded.  The expenses of the review team are paid through a federal grant. Our last review was in 1992.  

Concern for Late Reporting

Lois Taylor reported on a case of a PKU positive newborn where the hospital had batched the initial and repeat specimen. This baby was one week old before the specimens were received.  There is a concern that hospitals are holding specimens and bundling them before sending them to the laboratory.  These are some problems that can easily be corrected.  The Task Force addressed the transportation/courier service.  Barbara Wilson could increase her educational efforts.  Dr. Chan has implemented all the changes in the Laboratory recommended by the Task Force that do not require additional funds.   

Premature Baby Specimen Collection

Lois Taylor reported that an Orlando physician has a concern about the timing of specimen samples for premature babies.  Premature babies have specimen samples obtained on the date of birth (admission to the NICU), on day 7, on day 21 and at time of discharge.  Since babies less than 37 weeks are being placed in the newborn nursery, must the premature guidelines be followed?  Since the guidelines state that premature newborns are handled differently, there is concern that the premature babies well enough to be placed in the well baby nursery are being tested excessively.  After much discussion, it was reaffirmed that the existing guidelines remain intact since the possibility of missing a positive infant outweighs the risk of repeated testing.

HIPAA

Lois Taylor announced that Newborn Screening is a public health function, HIPAA requirements allow protected health information to be released to the Newborn Screening Program without individual authorization.  The CDC sent a format to follow for drafting a HIPAA letter to all states with grant funding for hearing screening programs.  Since we have experienced some problems with physician offices not releasing information to our office regarding newborn screening, a HIPAA letter has been drafted which, Tom Koch, Legal Council reviewed.  It is posted on the Web and has been mailed to hospitals and physicians.  This should allow the referral centers and CMS to receive the information necessary to treat patients.  Tom Koch presented a historical perspective on the HIPAA legislation.

Hearing Presentation

Lois Taylor presented information about the newborn hearing program and its relation to the metabolic screening program.   The history and highlights of the program were presented.  CMS is attempting to link the metabolic program with the hearing and the birth certificate programs.  Two federal grants currently fund the program but will cease doing so in 2004.   Dr. Haney stated that we are exploring Part C Early Intervention Program and/or a budget amendment to absorb the program after grant funds cease.  

Dr. Zori inquired if there is a referral system for genetic counseling for newborns identified with hearing loss.  A formal process for referrals does not currently exist but genetic counseling is encouraged.  Patients need to be told of the hereditary nature of hearing loss and that genetic counseling may be beneficial.

Dr. Root suggested that since 50-75% of the causes of hearing loss are genetic, it is reasonable that the Genetics and Newborn Screening Advisory Council accept oversight of the hearing program.  Dr. Pitel moved and the Council approved that since the Genetics and Newborn Screening Advisory Council is established by statute, we should make recommendations to the Secretary of the DOH about bringing into alignment program procedures for newborn hearing and to make recommendations concerning the consistency of programs.

Ann Filloon stated that the AAP recognizes that both children lost to follow up and physician education are major concerns of neonatal screening programs.  The AAP has appointed “Pediatric Champions” for each state that are tasked with educating their peers on newborn hearing screening.  Florida’s Pediatric Champion, a neonatologist, is on the Hearing Advisory Council and has spoken to groups of physicians on newborn hearing screening.  CMS is currently in the process of creating a poster for pediatricians’ offices, a handbook educating physicians about incorporating hearing screening into well baby visits, and a flow chart to distribute to family practitioners and pediatricians.  Information regarding genetics and referral centers is included in the handbook.  

Lois Taylor reported that CMS is evaluating the inclusion of hearing results on the metabolic screening form at the hospital and in the metabolic letter sent to physicians.  The hearing results would be entered into the Laboratory’s data system.  Dr. Root stated that we must involve the parents in the care of their children so they can become their best advocates.  A suggestion was made that perhaps the parents should be notified about the results of their newborn’s screening.  Dr. Chan will evaluate sending a letter to physicians and to the parents regarding the results of newborn screening.  Currently the results are sent to the person ordering the test, normally the physician.  

Dr. Elsas’ Galactosemia Research Project

Dr. Root thanked Shea Rarbach for all the hard work she has done for the Council and stated that she will be missed.  Shea Rarbach presented a research project on a galactosemia breath test, which would identify babies in the hospital who are at risk for galactosemia.  The turn around time is much quicker than the current test.  The research Laboratory is set up and will be ready in 6 months for research.  This will result in a more rapid diagnosis in newborns with galactosemia.  

Revised Birth Certificate

Dan Thompson presented information about the changes made to the birth certificate records.  Effective January 2004, a new birth certificate format will be used.  The fetal alcohol syndrome indicator will be removed since it is not often used and difficult to diagnose by hospital discharge.  Additions will be made to the birth certificate to include breast-feeding, newborn screening, and assisted reproductive technology.  Additionally changes will be implemented on how prenatal care information is collected.

Hospital Institutional Reports

Dan Thompson reported that newborn screening is becoming more difficult due to early discharges and infant transfers.  Dr. Shulte, the DOH MCH epidemiologist, will direct a project to assess reporting by hospitals to determine completeness of reporting by hospitals and missing data.  She will also determine if newborns are unscreened and, if so, why.  A future objective is to create linkages between birth certificates and the newborn laboratory data.  Of the 182 hospitals and birth centers, 111 (61%) hospitals did not report their efforts.  After completing the assessment of 2002 hospital institutional reports, evaluation protocol will be developed to determine how many Florida infants were screened, at what age, and where (hospital, pediatrician’s office, transfer hospital).  A profile of unscreened newborns will be developed and possible barriers to screening identified.  

Dr. Root stated that he believed a newborn could not be sent home without metabolic screening.  Lois Taylor reported that the hospital obtains permission from the parents to discharge a newborn early without a screen as long as the child returns to the pediatrician within 5 days.  Much discussion followed.  

Dr. Root will draft a letter to hospital lawyers regarding the deviation from the standard of care by discharging newborns early and not providing the metabolic screen.  Dr. Ford will assist in solving this problem by supporting the increased funding to at least return   the program (courier service and a full time hospital educator) to where it was.  Dan Thompson stated that by adding the metabolic screen field, “yes/no”, to the birth certificate, we could track the status of the newborns.  Dr. Chan is trying to electronically receive birth certificate information and match it to the laboratory results.  Dr. Root suggested sending a “Remember Tyler for Life letter” weekly to the hospitals in an effort to “get their attention.”

Revised Healthy Start Screening Form

Dan Thompson presented information about the Healthy Start Infant Screening Program and the data collection form.  The purpose of the Healthy Start infant screening program is to identify infants with relatively high risk of post neonatal death.  All parents of newborns are offered this screening in the hospital.  The information for the screen is gathered from the birth certificate record.  10% of the infants screened are at risk for post neonatal death.  50% of the post neonatal deaths occurred among the 10% who were at risk for post neonatal death.  

For the children at risk, the Healthy Start Care Coordinator contacts the family and gives them Healthy Start Care Coordination and other services.  Dr. Patel suggested that the program ask, “which children can the program identify when Healthy Start intervention would be helpful.”   Is it clear that the children identified by this methodology are the same children that if targeted with the limited resources, the program would get the greatest return on its investment?  Betsy Wood stated that program staff are open to other suggestions.  Dr. Root suggested that, since we have 10 years of experience with the program, we should compare the program’s infant mortality data with the infant mortality in the subsequent 10 years.   Dr. Patel again asked if the questions being asked on the Healthy Start Screening Form best target where money and resources can be spent to reduce the risk of infant mortality.?  

Since the birth record is changing, the Healthy Start Screening Form needs similar changes—removal of fetal alcohol syndrome indicator and use of number of prenatal visits instead of month prenatal care began.   The Advisory Council concurred with the findings of the presentation.

Genetics and Telemedicine
Dr. Zori presented an update on the genetics program and telehealth initiatives at the University of Florida.  He discussed Pensacola’s Sacred Heart Hospital’s in-patient and outpatient needs for genetic counseling.  Since the Gainesville genetic team’s time is limited, a pediatrician was identified to be the CMS genetic clinic’s liaison and conduct the clinic through telemedicine.   Another use of telemedicine is to provide online educational resources to children, families and individuals working with children with metabolic conditions.  Through telemedicine, compliance with diet in infants, children and adults with PKU can be monitored.

The Florida School for the Deaf and Blind has provided a site for genetic evaluation of potential new students and detailed face-to-face genetic counseling to the parents of the students through telemedicine.

Dr. Zori further reported on their plan to develop web based educational modules for children with metabolic conditions. Through the use of videophone conferencing for individuals with certain metabolic diseases, mainly PKU, face to face counseling with a nutritionist can occur and the parent can be observed measuring formula and obtaining blood spots.  It is hoped that this program will foster long-term care for children with PKU.  

Dr. Root stated that Dr. Zori and the telemedicine project are to be complemented for all they have accomplished.  

Infant Screening Training Update

Barbara Wilson reported on the Infant Screening training activities.  She has distributed all but 18 of the educational videos.  She will continue to score post educational tests as they are submitted.  The material from the 1998 video is still accurate but she would like to explore a CD Rom format or a Web Site.  Since USF declined her request for funds to develop a CD Rom, she is in need of money to develop the new training materials.  Lois Taylor offered to assist with developing new educational materials.  Barbara Wilson distributed the Save Babies Though Screening pamphlets.  

Summary

Dr. Root summarized the meeting as follows:

· The name of the Council was changed to the Genetics and Newborn Screening Advisory Council; 

· The Council ‘s By-Laws were approved; 

· Presentations on Infant Hearing, Healthy Start Screening, Birth Certificate; Hospital Institutional Reports, Galactosemia, Genetics and Telemedicine were considered;

· There was general consensus to move forward on combining metabolic and hearing screening results on the metabolic form.

The meeting was adjourned at 2:10 p.m.

























































1. 

2. 
3. 

PAGE  

1

