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Call to Order

Chairman Morris called to order the November 2, 2012, meeting of the Newborn Screening Advisory Committee at approximately 9:00 am.  
Roll call of committee members, staff and guests
Introductions were made and Chairman Morris reminded everyone that this was a conference call and to identify themselves when speaking.  It was determined that a quorum was present.  Members, staff and guests attending are listed at the beginning of these minutes. David R. Martinez asked that the 3 new members give a little background on themselves and welcomed them to the committee.   
Review and Approval of Minutes
Chairman Morris asked about the minutes from the April 30, 2012 meeting. Dr. Gong asked the question that if they approve the minutes, does that mean they approve the rules.  David R. Martinez explained that this was just the minutes.  Dr. Gong stated that she did not remember the rules being presented at the last meeting.  Mr. Martinez stated that a copy was given to the committee members, and he gave an overview of the rules and told them about the process.  This is not to approve the rules; it is just for the minutes.  Dr. Gong said that Minutes were at the top and then they have rules.  David Martinez said it was just for the minutes not for the official approval of the rules.  That will go through the rule making process through the Texas Register and that formal process.  Dr. Gong said that so if we approve the minutes we are not approving the rules.  David Martinez confirmed that that was correct.  Dr. Gong wanted to know if they have had a discussion of the rules.  David Martinez stated that the committee had discussed the rules and there were some questions.  They were discussed at the last meeting and David indicated to the committee that they were hoping to present to the DSHS Committee this month; however, they would be taking them in February of 2013 and then the rules will go through the formal process of public comment, etc.  Dr. Gong said that the issues we had with the rules were not addressed.  David Martinez stated some members had questions about them; we presented them to you as a committee to let you see them prior to us sending them out for informal comments and we got informal comments back and we incorporated those informal comments from TMA, TPS and March of Dimes so what we are reflecting in the minutes is that we did present them to you, you had a copy of them and they are reflected in the minutes.  Dr. Gong said so you are saying that the rules in the minutes have been presented to TMA, TPS and March of Dimes?  David Martinez said yes.  We got informal comments from those 3 associations.  Dr. Gong said can you forward those to us? David Martinez said he would.  

Dr. Tanksley said that on counting disorders on the secondary panel identify incidentally under that section in the last sentence in the 1st paragraph, it currently states “Chairman Morris stated he is bringing this up again because he would like the committee to make a recommendation to Dr. Lakey to review how we are counting the disorders in Texas, because the fact is we do have about 8 disorders that are consistently picked up and identified through this screening panel we have.”  Susan said that it actually should be the opposite; we can pick up all, but 8 of those secondary targets.  

Chairman Morris asked Patrick Clynch to make a note of that so that we can get that changed in the minutes.  He stated that we have not had an error like this and wanted to know what the next step was.  Mr. Martinez said that we will make the correction, and I believe you can approve them with the correction.

Dr. Guillory moved the minutes be approved with the correction that Dr. Tanksley just made about all but 8 disorders and also put in our minutes that in the rules that we are going to be looking at and we will definitely review in our committee so that other people will have an opportunity to discuss it but specifically under 37.64 that we evaluate the point of scope of the Newborn Screening Advisory Committee limited under the Texas Health and Safety Code to be considered or performed by the lab; that we be flexible not necessarily box us in as the Secretary’s Advisory Committee on Heritable Disorders in Newborns and Children continue to add more disorders especially if we are talking about Secretary’s Recommended Uniform Screening Panel.  Probably should not limit our scope.  Motion passed.

Update on Severe Combined Immunodeficiency (SCID) Statewide Screening Implementation-Rachel Lee
Rachel Lee gave updates to the SCID pilot study.  SCID added to the recommended panel May, 2010.  At the last meeting, she gave an update on the pilot study that we were performing at that time.  The pilot study was in collaboration with University of Massachusetts and New England Newborn Screening Program.  At that time, we were following their protocol.  The pilot study ended April 30, 2012.  Since then have been full force trying to implement state wide.  
· Building retrofit

· Needed to create separate rooms in order to provide an environment geared more to molecular testing

· In collaboration with Texas Facility Commission

· 99% complete right now; still looking for some minor adjustments
· We have hired personnel since April
· 7 laboratory personnel

· 2 trained at CDC in New York Newborn Screening laboratory

· Doing lots of in-house training

· Clinical Care Coordination has also hired personnel

· 2 positions waiting for selection of 1 nurse

· In addition to building and personnel

· Instruments

· Supplies

· Setting up the laboratory

· Validation study

· Updating website to include SCID

· Grand Rounds on SCID December 6th with Dr. Celine Hanson

· Will have conference call with immunologists right before the go live date to provide update and go through the algorithm with them one more time to make sure we are doing okay
· Notifying everyone that we are aiming for a go live date in late 2012; internally trying for 12/1/2012

Dr. Guillory wanted to add that in addition to the Newborn Screening Grand Rounds that Dr. Hanson is giving there in December, she will also be giving Grand Rounds in January at Texas Childrens at Baylor for 400-500 pediatricians.
Texas NBS System-Update on Gaps and Barriers-Susan Tanksley
Susan Tanksley gave an update on gaps and barriers.  She stated that the next meeting would be a continuation, so she is calling this Part 1 of the review.  It is basically a system assessment for newborn screening for the state.  This came out of the Newborn Screening Performance Measures Project which was a CDC funded cooperative agreement that ended last year.  Overall project goal was to develop and identify evidence based performance measures to improve patient care for newborn identified with disorders through the Newborn Screening Program with the focus on pre and post analytical aspects of newborn screening.

· Four goals

· Formalize a steering committee to help drive the project; several members of the advisory committee participated

· Develop and define performance measures that may reveal gaps
· Pilot these performance measures for effectiveness

· Identify recommended document evidence based on interventions

Susan stated that the information she was going to present to the committee today was from goals 2 and 4 which were the system assessment done as part of goal 2 as well as the interventions that were brain stormed by the external stakeholder team and the DSHS team.  Susan stated that she would not be presenting every single piece that was identified, but at the next meeting, the committee would receive an actual updated system assessment document.  They are still working on that internally and need to get fully updated to reflect changes that have happened.  They defined gaps as “disparity or significant difference between 2 situations, attitudes or perceptions and barriers which would be a condition that makes it difficult to make progress or to achieve an objective”.  Acknowledged from the beginning that there were multiple barriers in Texas that affected everything.  

· Barriers

· Additional funding difficult to obtain
· Size and demographics of Texas pose many challenges for the Newborn Screening Program and system

· 2000-3000 health care providers in Texas collect newborn screens and/or follow children that are diagnosed with these conditions; so large provider base
· High percentage of children per capita relative to other states

· Many undocumented children which causes additional problems when we are trying to insure that not only screens are obtained but to track any out of range results that come out of the screen

There were 11 categories assessed and Susan will discuss 5.  Education, specimen collection and transport, timely and universal screening, lab reporting and case management.  The gaps that will be discussed are those that there has either been little progress or no progress on since the original assessment was put together in 2008.

· Gaps-Education

· Newborn screening plan needs to be renewed annually to assess overall effectiveness and quality

· A second gap identified additional outreach methods such as providing public service announcements and distributing disease specific newsletters 

· There is a lack of adequate training for regional staff

· Education materials provided by other entities such as hospitals or other organizations are not reviewed for accuracy in consistency to insure they do not conflict with the Newborn Screening Program educational materials

· Proactive approach to a system provides support activities for parents with affected infants as needed
· Confirming that parent education was received is needed when infants are diagnosed with a condition

· Organizations external to DSHS need to align with education efforts in regards to the importance of newborn screening and helping people understand that newborn screening results

· Health care professionals often refer to newborn screening as the PKU test which becomes confusing.  It is confusing when parents receive information that they had an abnormal PKU screen when it actually was hypothyroidism.
Susan stated that at some of the meetings, much later in the project, part of the 4th goal was to discuss intervention. 

· Interventions-Education
· Update all written and online education resources at least annually with joint sign off by both lab and follow-up managers

· Ensure periodic website review with joint sign off by lab and follow-up staff, so that the program information is cohesive and current

· Monitor the number of external views to the most important information for parents and providers. Talking about the website utilization.

· Identify different techniques to address things that are not being utilized appropriately

· Work to proactively organize parent support activities such as newsletters.  Consider the addition of a parent advocate to the program staff as has been done in some other programs
· Expand the contents of the program newsletter to include articles by subspecialists, parents, birthing facilities and other system stakeholders.  Include current list of subspecialists listed by the area of expertise on the program website for easy access to physicians.

· Make the website more useful by offering a rapid and accurate search feature within the site

· Utilize social media and electronic resources for consumer education including Twitter, test messages, Facebook, blogs etc.  Partner with or link to resources on the genetics website.

· Consider partnering with disorder specific consumer groups

· Gaps-Specimen Collection and Transport

· Specimen transit time should be minimized to minimize the effects of strain of environmental conditions such as summer heat and humidity.

· Implemented courier pilot project

· 53.8% of newborn specimens in 2012 were transported via Lone Star Delivery & Processing Courier

· Obtained funding to continue courier, but not expand

· Should be documented and tracked by the submitting facility.  Each provider who ships to us should maintain a list of what was shipped in some manner, so they can cross check to make sure they receive results on all specimens shipped
· Newborn screening refusal should be documented and systematically, according to program guidelines, with information provided back to the Newborn Screening Program for evaluation

· Interventions-Specimen Collection and Transport

· Request that bonding facilities fill out incident reports for all unsatisfactory reports that they receive from the laboratory; corrective action type plan

· Determine total direct/indirect costs involved in a typical unsatisfactory specimen including the provider time involved, the cost of the collection card, DSHS staff time, parents’ time to bring the child back to the facility, potential cost of delayed treatment.  Specific cost can be calculated and reflected on a quarterly report card to provider.  This was a suggestion to encourage providers to collect better samples; to show the actual cost

· Report cards can help to drive improvements in the system.  Share the results of the newborn screening report cards on a public web page to help drive health care improvements
· Provide recognition awards to health care providers based on report cards; provide discounts to high achievers; possibly be funded by Medicaid or Title V as a way of ultimately saving money through early interventions.

· To help reduce the number of unsatisfactory specimens; make sure providers are given information on how to store collection kits correctly before use and that they are using high quality and appropriate blood collection devices

· Gaps-Timely and Universal Screening

· Transmittal of specimens to the laboratory after collection should be timely and special attention is needed in rural areas for the submissions

· Manual or automated mechanisms are not in place to ensure babies born within Texas are screened twice in the appropriate time frames

· Patients are admitted into the NICU or hospital with symptoms before the screen results reach the primary care physician.

· Interventions-Timely and Universal Screening

· Require accountability for insuring screening is performed 

· Provide financial incentives or penalties for performance; percentage of babies screened as a measure

· Monitor compliance screening requirements or refusals by changing the rules to require mandatory reporting on parent refusals and/or to linking to vital statistics
· As a first step in data sharing with vital statistics, research the steps needed to have the newborn screening serial number added back to the birth record and make that a program priority

· Raise awareness of the importance of newborn screening through public service announcements 

· Disseminate information about successes of newborn screening; share good stories

Dr. Lawson stated that he works with an HMO in El Paso, and the case managers go to the private providers around the city and in the region to make sure that the lead questionnaires are completed, that the immunizations are up to date, all the questionnaires are done.  He wonders if it would be possible for you to get some help from the state in terms of newborn screening.  He thinks the HMOs can individually help you as part of their review process, they randomly select certain number of charts to review them and the charts have to be completed in terms of immunizations are up to date, questionnaires are on the chart, lead screening results are on the chart, TB has been done.  He wonders if newborn screening can be added to that list of things they look at.  He told the committee that each HMO is reimbursed at the end of the year based on the percentage of THSteps that are done for their members.  He thinks that carrot can also be used to help newborn screening.  
Jann Melton-Kissel asked Dr. Lawson that when he refers to the state, is he talking about an actual DSHS staff member, provider relations staff member or is he talking about someone from the managed care organization?

Dr. Lawson said that he was talking about the state requiring their managed care organization to go out to their providers and review a random number of charts.

Jann Melton-Kissel stated that the contract with the HMOs for managed care is with HHSC.  We can possibly see and they do go out and determine, yes the first newborn screen is definitely on the periodicity schedule, and so they are spot checking that to stay in compliance with THSteps rules.  We would have to ask, I’m not sure how specific that is inside their contractual agreement arrangement.  We could probably do some research on that to see what the current requirement is for the HMOs.  

Dr. Freedenberg said that we have heard that from pediatricians that it is on the periodicity schedule and all of the THSteps providers, that she is aware of, do know they need to document the results of newborn screens and that is the expectation and usually the calls received is “we can’t find it, do we need to do another screen on the baby.  She thinks it may not be statewide, but she thinks there are a lot of pediatricians around the state that are aware that that is a requirement.  She doesn’t know if that is one of the perimeters that get audited when those teams go to look at compliance.

Dr. Lawson said that was the point he was trying to make.  The audit already exists and at least one of the newborn screens is already on the periodicity schedule.  They already check it off.  Think about asking them to include both and then the onus is now on the provider to make sure the chart is complete.  He thinks a prudent pediatrician would make sure newborn screen results were on the chart anyway.  But if he didn’t get an official report from the HMO that he is not compliant in these areas and newborn screen was one of them, then we have to have a concerted effort to putting the results on the chart.

Chairman Morris asked Dr. Lawson if he wanted to put a motion to the committee that they make a recommendation to DSHS and the Commissioner that that requirement is added.
Dr. Gong stated that she thinks that is already being done.  She knows that the pediatricians make an effort on getting the results on their patients’ charts.  She thinks the issues are bigger than that and before we do anything like that, let’s find out what is already being done.

Dr. Lawson said he doesn’t know what is being done in San Antonio, but in El Paso it is not uniformly done.  The individual providers are offered a reimbursement at the end of the year based on % of compliance of their charts, so there is a substantial carrot out there.
Dr. Lawson stated that his motion is can we ask HHSC if they can help us, the Newborn Screening Committee, improve our compliance rate with putting these results on the chart and having them available and incorporating that into their audit process that already exists.
Chairman Morris asked Dr. Freedenberg who is responsible for enforcing the audit.  Is that something that is regulated by DSHS?  Dr. Freedenberg responded that she believes it is HHSC who has the managed care contract and Medicaid.
Chairman Morris asked if it would be possible for us to invite HHSC to attend the next advisory committee meeting to tell us exactly what they are looking for when they do that.  Jann Melton-Kissel said we could put the request over to HHSC.  She would assume that they would work with us.  

Dr. Lawson made a motion to invite HHSC to come to the committee meeting, present issues to them and they can tell the committee what they are currently doing and what they think is feasible and not feasible and whether collaboration is even possible.  Dr. Stehel seconded the motion.  Motion passed.
Susan Tanksley continued her discussion on gaps and barriers.

· Gaps-Lab Reporting

· Lab currently does not have a method to verify the correct delivery of all lab results to submitters

· Lab currently does not have a method to verify the lab result reports are forwarded from the submitter to the infants primary care physician

· Interventions-Lab Reporting

· Send the laboratory reports electronically through secured means such as secured e-mail, fax or web based system or HL7

· Texas or e-mail notifications that reports are available online

· Tag reports that have been downloaded or opened on the web based system to track the views

·  Gaps-Clinical Care Management
· Funding not adequate to cover many areas of the newborn screening system including travel for consultants, services for families, mini case management services, counseling for families follow up on unsatisfactory specimens and other services

· Feed back to Newborn Screening Program from the medical community appears to be an ongoing problem particularly in regards to providing test results of biochemical confirmatory tests and final diagnosis on affected infants

· Standardized information regarding long term outcomes including physical and mental development of children with newborn screening disorders is sparse or lacking

· Clinical care management staff have difficulty contacting providers regarding critical, abnormal results on the weekends and having providers react to those

· Few formal partnerships or relationships with community based or professional organizations exist to assist with family services after out of range screen

· Interventions-Clinical Care Management

· Electronic exchange of information; increase that exchange

· Use centralized laboratories for confirmatory testing

· Investigate the return on investment of additional services that could be included in newborn screening fee: i.e. cost out 2nd tier testing that could be done as part of the newborn screen

· Provide incentives and recognition to health care providers for high achievements

· Need more outreach clinics for subspecialists in rural areas
· More raising awareness of newborn screening to families and health care providers to increase the buy-in of newborn screening importance

NBS Pre-Analytical Performance Measures: 2010 and 2011 Data-Susan Tanksley
Susan Tanksley stated that as part of the Newborn Screening Performance Measures Project, they developed pre and post analytical performance measures for newborn screening.  This data was previously presented to the committee and a recommendation was made that on an annual basis statistics would be provided to the committee.  This analysis is the first time, they have looked at full year of data; previous analysis that were done were ½ of 2009 and ½ of 2010.  Susan will be presenting data on all of 2010 and 2011.  Part of the Newborn Screening Performance Measures Project was not to just come up with ideas of what we should be measuring, but wanted to carefully define those measures such that the analysis could be repeated and be comparable.  The example is 4 unsatisfactory specimen rate and the other thing, they did was they wanted to say why each of these measures is important.
· Data Covered
· Specimen collection between 24 hours and 48 hours
· Specimen collection < 24 hours

· Specimen collection > 48 hours

· Transit time within 48 hours of collection

· Transit time between 2 and 14 days 

· Unsatisfactory specimens-no test results

· Unsatisfactory specimens-limited test results

· Breakdown of unsatisfactory specimens with limited test results

· Collection dates or times missing or invalid

· Birth dates or times missing or invalid

· Birth weight missing

· Missing physician name and phone

· Both physician name and phone recorded

Susan stated that they are getting very close to implementing the pre-analytical report cards for providers.  Hopefully it will be online and available by February 1st.
Texas Pulse Oximetry Project-Dr. Alice Gong, Dr. Charleta Guillory
Dr. Gong and Dr. Guillory presented to the committee information on critical congenital heart disease screening using pulse oximetry in the apparently healthy newborn.

·  Critical Congenital Heart Disease (CCHD)

· A group of heart defects that cause severe and life-threatening symptoms and needs intervention for survival

· Seven specific conditions are listed

· Hypoplastic left heart syndrome

· Pulmonary Atresia with intact septum

· Tetrology of Fallot

· Total anomalous pulmonary venous return

· Transposition of the great arteries

· Tricuspid Atresia

· Truncus Arteriosus

· About 2/1,000 live births have potentially lethal or “critical” heart defects

· Leading cause of death in infants < 1 year

· Failing to detect CCHD while in the newborn nursery may lead to shock or death at home

· Estimated 280 babies leave the hospital as normal and die of CCHD

· Advances in surgical and interventional cardiology has improved survival over the past 30 years

· 800,000 adults living with CCHD

· Survivors who present late are at greater risk for neurologic injury and subsequent development delay

· Early detection and timely intervention can decrease morbidity and lead to better outcomes

· Pulse Oximetry

· A readily available, non-invasive, pain free technology that measures the percentage of oxygen saturation of hemoglobin in blood

· Normal is 95-100%

· Infants with heart or lung problems may have lower readings

· Can detect mild hypoxemia without obvious cyanosis

· Two separate large screening studies of 80,000 newborns in Sweden and Germany have shown that pulse oximetry has a 99.8% specificity and 62% sensitivity for CCHD detection

· 2012 Lancet published a meta-analysis of pulse ox screening for CCHD in over 220,000 asymptomatic newborns:

· Specificity was 99.9%; sensitivity was 76.5%; false positive rate of 0.14%

· In September, 2010, the US Department of Health and Human Services (HHS) Secretary’s Advisory Committee on Heritable Disorders in Newborns and Children recommended that screening for CCHD using pulse oximetry be added to the uniform panel of newborn screens

· In 2011, US DSHS Secretary Kathleen Sebelius formally accepted this recommendation

· Endorsed by AAP, AHA, AMCHP

50th Anniversary of Newborn Screening: Suggestions for awareness events-William Morris
Chairman Morris opened up a discussion with the committee to what their thoughts are regarding celebrating the 50th anniversary of newborn screening.
· Some suggestions made
· Contest to design a 50th anniversary T-shirt

· Get legislature to designate a Newborn Screening Day

· Display APHL exhibit as well as Newborn Screening exhibit at the Capitol

· Volunteers to man exhibit to answer any questions

· Work in cooperation with other organizations who support newborn screening

· Have children, who have been directly affected by newborn screening, tell their stories

Public Comments
Denise Rose from Texas Hospital Association stated that on the pulse ox screening issue, there are a lot of concerns right now about the way that legislation might look.  They have been in contact and had several meetings with the Heart Association, but have not seen their draft; it has not been shared with them.  It has been frustrating to try and figure out what they are trying to do and figure out how it will impact our hospitals especially like those Dr. Gong was speaking about, the critical access hospitals; how are they going to handle that.  She stated that they want to be helpful and be a resource, but they just haven’t seen anything.
Next Meeting Agenda Items
Agenda items to be determined at a later date.
Adjournment

The next meeting will be determined at a later date.  There being no further business, the meeting was adjourned at approximately 12:00 p.m.
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