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Project Information

Project Title
Florida Department of Health – Newborn Screening ELO/ELR Project 
(Florida-NBS-ETOR- Project)
Background
All babies born in the State of Florida have their heals pricked and 5 drops of blood are placed on a specimen card before discharge. The specimen card has about 50 fields on it, is hand-written, and then mailed to the Bureau of Laboratories (BOL) in Jacksonville. Once the card arrives at the lab, the blood spots are removed and data entry operators type in all of the demographic information from the specimen card. The blood is tested in high tech machines by chemists, and upon completion, the results are sent back to the hospitals via an autofax solution. The autofax solution is at capacity, and sends approximately 60 - 70% of test results back to the hospitals. The test results that don't make it through the autofax solution are printed out and sent via mail to the submitting entity. 
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Project Summary
Develop and maintain a bi-directional Electronic Laboratory Ordering (ELO) and Electronic Laboratory Result (ELR) interface between Florida’s hospital Laboratory Information Management Systems (LIMS) and the Florida Department of Health’s Bureau of Laboratories for Newborn Screening (NBS) tests. Currently, ordering and reporting is a manual process. The project would focus on improving the efficiency and timeliness of Newborn Screening test result reporting, not only for the BOL, but also for all Florida hospitals.
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Figure 1: Sample Data Flow
Hospitals Participating/Shown Interest in the Project:
1. Adventist

2. Orlando Health/Winnie Palmer

3. North Naples(NCH)
4. Tallahassee Memorial Hospital
5. Baptist Health Jacksonville  

6. Tampa General Hospital
7. Baycare

8. Memorial Healthcare System 
9. Nemours Hospital Orlando
10. Jackson Health System 
11. Florida Hospital
Project Benefits

· Less demands on personnel:
· Less typing involved in test ordering for hospital’s data entry, laboratory, or nursing personnel.
· Less handwriting for hospital’s nursery personnel. 
· The specimen card requires roughly 50 fields to be completed by hand. The electronic data exchange process pulls the majority of this information from the hospital’s existing systems.
· Attaching the hospital’s patient identifying barcode label is all the manual effort required by nursery personnel in filling out the specimen card.
· No typing or scanning involved in test reporting for hospital’s data entry or laboratory personnel.
· The result will be electronic and in HL7, allowing the hospital’s Laboratory Information System to automatically take the results in and populate the screens.
· Lower percentage of medical errors:
· Less clerical errors from data entry
· Less duplicates 
· Less time spent on the phone chasing down missing information.
· Quicker turnaround time:
· The electronic order will be in the state's system before the specimen card even arrives. 
· The result will be sent to the hospital a few minutes after testing is completed.
· More robust reporting:
· Greater detail in results reporting. Results will include all analyte values, whether negative or positive.
· No paper, no scanning, no PDFs. The results will be available in the hospital’s Laboratory Information System just as if the test had been performed in the hospital’s laboratory.
· Having the order and result data in HL7 allows both the state and the hospital to conduct additional investigations, reporting, and sharing.
· Better patient follow up: 
· Through greater speed and improved accuracy.
· Having the data in electronic form means better follow-up, by making it possible for the state to leverage technologically advanced auditing functions and reporting.
National Standards
The Florida Department of Health is a leader in health information exchange. Our experience has emphasized the need to follow national standards. This project will follow the National Library of Medicine Guides. The Guides were produced by an expert workgroup, which included team members from the Public Health Informatics Institute, Health Level Seven, the Association of Public Health Laboratories, hospitals and EHR vendors. 
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The Florida Department of Health considers the Guides as a minimum dataset requirement. Your organization may have additional information that may be beneficial to the state and those data elements will be discussed during the initial technology sessions. 

Lab Orders: Newborn Dried Blood Spot (NDBS) Screening Implementation Guide for Laboratory Orders U.S. Realm OML^O21 HL7 Version 2.5.1 (Click Here to Download)
Lab Results: Newborn Dried Blood Spot (NDBS) Screening Implementation Guide for Laboratory Results U.S. Realm ORU^R01 HL7 Version 2.5.1 (Click Here to Download)


Connectivity: SFTP, PHINMS, Direct, Web Services, VPN and Cerner RLN Hub

Project Plan Roadmap (Sample)
	Complete the New Partner Registration
	Email completed form to: eduardo.gonzalezloumiet@flhealth.gov 

	Meeting to review the New Partner Registration Form
	Review of completed document – questions, barriers and issues to be discussed.

Set date for the Project Kick Off Meeting



	Project Kick Off 
	Includes key sponsors, stakeholders, and participants.  

	Execute: 

· Business Associate Agreement

· Data Sharing Agreement

· Connectivity Agreement (if applicable)
	Previous projects show that this activity requires a significant amount of time. We recommend initiating other activities in parallel – like connectivity. 

	Transport Protocol Setup 


	Options:

· VPN ( Requires VPN Agreement. Can take up to 2 months for setup )

· SFTP

· Web Services

· PHIN-MS

· Direct

· Cerner RLN Hub

	Data Mapping Review and Execution 


	The Florida Department of Health provides a “Constrained Profile Guide”, which can be leveraged to map requested fields. 



	Electronic Lab Order (ELO) - development and testing 


	Testing the creation of the ELO at the hospital to the processing of the order in the Florida PerkinElmer lab information management system. 

	Electronic Lab Result (ELR) - development and testing 


	Testing the result creation at the Florida Bureau of Laboratories to the processing of the result by the hospitals EMR and lab system (if applicable). 

	Parallel Production 


	Electronic and paper ordering and resulting. Both the state and the hospital must sign off to conclude Parallel Production. 


	Production Go Live 


	Paper ordering and resulting comes to a conclusion. 
Agree to a date to cease paper process. 



	Project Support 
	A Support Plan will be agreed upon between the hospital and the state. The Support Plan will include interface monitoring, periodic system review, reporting and minor changes to transformation based on National Guides. 
State of Florida staff will notify provider point of contact of any issues with receipt of specimens, labels, or adequate data on demographic forms. Coordinate with lab and nursing staff to identify procedural solutions for these issues.

Please be prepared to provide contact information for alerting post-go-live. Continuous updates to the contacts is also required. 



	Project Close 
	Project Acceptance by the state and hospital. 


Validation Testing and Production Implementation

Unit Testing

A. Prior to initiation of End User Validation Testing, it is recommended that each facility perform internal testing to determine readiness.

B. Result testing should include:

1. All possible NBS laboratory test results

2. Global unsatisfactory results (up to 3 unsatisfactory results per specimen)

3. Specimens with all normal results

4. Various combinations of normal, abnormal, and laboratory unsatisfactory results

5. Specimens with multiple abnormal results (up to 3 each) for Fatty Acid, Organic Acid, and Amino Acids

6. Reports revised for the following reasons:

a. Test Results Modified from Normal to Abnormal

b. Test Results Modified from Abnormal to Normal

c. Test Results Modified from Abnormal to Abnormal

d. Additional Testing Performed

End User Testing (Test Environment)

Order Submission:

1. State of Florida:

a. State of Florida will require a minimum of 100 orders for testing distributed evenly between all participating facilities.  

2. Hospital testing staff:

a. Enter specimen information/patient demographics into hospital entry screens.

1) Include as many fields as possible.

b. Complete order entry and save screenshots of all order entry screens associated with each specimen into a Word document.

c. Send order entry information to the State of Florida.

d. Transmit orders to the state lab.

e. Email screenshots to eduardo.gonzalezloumiet@flhealth.gov 
1) If you are using protected health information (PHI), please use MoveIT.

3. State of Florida will verify transfers and report any issues to State of Florida/provider IT and testing staff.

Result Receipt:

1. State of Florida:

a. Upon successful transfer of order submissions, the State of Florida testing staff will apply results to all orders and generate HL7 result messages. 

b. Results will include all possible normal, abnormal, and unsatisfactory results as well as revised reports and various special result scenarios distributed among all participating facilities.

c. State of Florida will notify testing facility once results have been sent. This may take 48-72 business hours to complete after receipt of order.

2. Hospital testing staff:

a. Upon receipt of HL7 results, verify accuracy of all patient demographic content.

b. Save screenshots of all result screens associated with each specimen into a Word document and email to eduardo.gonzalezloumiet@flhealth.gov
a. If you are using protected health information (PHI), please use MoveIT.
3. State of Florida testing staff will compare screenshots to physical result reports and verify accuracy of all patient demographic fields and result content.  Any issues will be reported to the State of Florida/provider IT and testing staff.

Approval for GoLive

1. The State of Florida testing staff will present findings to the LCCRB and request approval for GoLive.

Production Implementation

Final Testing

1. Hospital staff:

a. Notify State of Florida of first 5 production submissions for each facility.

b. Provide screenshots of all demographic information submitted.

2. State of Florida staff:

a. Monitor reporting of these first 5 specimens.

b. Notify hospital staff when HL7 results have been sent.

3. Hospital staff:

a. Upon receipt of results, capture screenshots of all result screens.

b. Email screenshots to eduardo.gonzalezloumiet@flhealth.gov or using MoveIT.

4. State of Florida will compare screenshots to physical result reports to verify accuracy of all patient demographics and result content and report any issues.

Additional Guidance
In the spirit of streamlining the onboarding process, the Florida Department of Health Team has provided additional documentation to assist your organization in the creation of the interface. We have also included questions below, which will allow us to onboard you as soon as possible. 

Additional Documentation:
· Florida NBS Specimen Card (Click Here to Download)

· ELO Mapping Guide (Click Here to Download)
· ELR Mapping Guide (Click Here to Download)
· LOINC Codes (Click Here to Download)

· Addendum to Guides (Please contact Eduardo Gonzalez Loumiet for the latest version)

New Trading Partner Information
(Please answer the below to the best of your ability and send to Eduardo Gonzalez Loumiet at Eduardo.GonzalezLoumiet@flhealth.gov )
Participating Facilities

	Name of Healthcare System 
	


	Submitting Facility Name
	Address
	City

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Healthcare System Project Team

	Role
	Name
	Title
	Emails
	Phone

	Executive Sponsor
	
	
	
	

	Project Manager
	
	
	
	

	IT Infrastructure Lead
	
	
	
	

	HL7 Interface Technical Lead
	
	
	
	

	Lead LIS Coordinator
	
	
	
	

	Nursery Manager
	
	
	
	

	Lab Manager 
	
	
	
	

	Training Coordinator
	
	
	
	

	Chief Technology Officer
	
	
	
	


General Systems Overview

· Provide an architectural diagram of the Information Systems used to collect NBS required data elements, transfer NBS orders, and receive and display NBS results.

Newborn Screening Process Workflow

· Provide a process workflow diagram outlining the newborn screening specimen collection and submission process for each participating facility.

HL7 Capabilities


	Does your organization have an integration team? 
	

	Does your organization have an integration broker (Cloverleaf, Mirth, Rhapsody..). If so, which one?
	

	Is your organization capable of sending OML^O21 HL7 Version 2.5.1 message per the National Library of Medicine Newborn Dried Blood Spot (NDBS) Screening

Implementation Guide for Laboratory Orders U.S. Realm Guide? The Guide can be found here.

	

	Is your organization capable of receiving ORU^R01 HL7 Version 2.5. per the National Library of Medicine  Newborn Dried Blood Spot (NDBS) Screening Implementation Guide for Laboratory Results U.S. Realm Guide? The Guide can be found here.


	

	Is the information (demographic and hearing) consolidated or in disparate systems? 
	

	What EMR/EHR vendor does your organization use?
	

	Is your organization part of a health information exchange?
	

	What lab information management system does your organization use?
	

	Is your organization capable of using LOINC codes? 
	

	What transport protocols is your organization capable of using to send secure messages? What is the preferred method?
	


Label Printing Capability

· Indicate your system’s ability to generate a label meeting the below requirements.

1. Mom First Name

2. Mom Last Name

3. Mom Phone

4. Physician Name

5. Physician Phone

6. Baby First Name

7. Baby Last Name

8. Birth Order

9. Birth Weight (in grams)

10. DOB (date and time stamp)

11. Collection Time (date and time stamp)

12. Collection Weight (in grams) 

13. Sex

14. Feed status (4 separate bit fields on blood card – TPN, Hyperreal, Oral, Antibiotic)

15. Submitter (listed as “collection facility” on the blood card)

	Label Status
	Please Check one

	System can be configured to generate a label with these requirements.
	

	System can be configured to generate a label with adjustments to below requirements
	

	System cannot be configured to generate a label. Demographic information will be hand entered onto form.
	

	Other. Please explain:
	


NBS Data Elements

· Complete the following table to indicate your system’s ability to include each data element in an HL7 order message

	#
	Data Element
	Intended to be Sent (Y/N)
	If 'N', Briefly Explain Barriers

	1
	Barcode/SN
	 
	 

	2
	Refused
	 
	 

	3
	Information Only
	 
	 

	4
	e-Vitals Completed
	 
	 

	5
	Deceased
	 
	 

	6
	Adoption
	 
	 

	7
	Infant's Last Name
	 
	 

	8
	Infant's First Name
	 
	 

	9
	Hospital of Birth
	 
	 

	10
	Infant's Medical Record Number
	 
	 

	11
	Date of Birth (MM/DD/YY)
	 
	 

	12
	Birth Time (Military Format)
	 
	 

	13
	Gender (M, F, U)
	 
	 

	14
	Birth Weight (gms)
	 
	 

	15
	Weight at Collection (gms)
	 
	 

	16
	Multiple Birth Order
	 
	 

	17
	First
	 
	 

	18
	Repeat
	 
	 

	19
	NPO
	 
	 

	20
	Oral Feed
	 
	 

	21
	TPN/HYPERAL
	 
	 

	22
	Antibiotic
	 
	 

	23
	Weeks of Gestation
	 
	 

	24
	Race\Ethnicity - White
	 
	 

	25
	Race\Ethnicity - Black
	 
	 

	26
	Race\Ethnicity - Hispanic
	 
	 

	27
	Race\Ethnicity - American Indian
	 
	 

	28
	Race\Ethnicity - Asian\Pacific Islander
	 
	 

	29
	Race\Ethnicity - Other
	 
	 

	30
	First Feed Date (mm/dd/yy)
	 
	 

	31
	First Feed Time (military time)
	 
	 

	32
	NICU
	 
	 

	33
	Meconium Ileus
	 
	 

	34
	Collection Date (mm/dd/yy)
	 
	 

	35
	Collection Time (military time)
	 
	 

	36
	Collected by (initials)
	 
	 

	37
	Transfused Date (mm/dd/yy)
	 
	 

	38
	Transfused Time (military time)
	 
	 

	39
	Mother's Last Name
	 
	 

	40
	Mother's First Name\Middle Initial
	 
	 

	41
	Mother's Address
	 
	 

	42
	City
	 
	 

	43
	State
	 
	 

	44
	zip code
	 
	 

	45
	Mother's Social Security Number
	 
	 

	46
	Mother or contact phone number
	 
	 

	47
	Mother Alternate phone number
	 
	 

	48
	Maternal Race
	 
	 

	49
	Maternal Ethnicity
	 
	 

	50
	Mother's Maiden Name
	 
	 

	51
	Primary Language of Family
	 
	 

	52
	Mother's DOB
	 
	 

	53
	Parent's email address
	 
	 

	54
	Next of kin name
	 
	 

	55
	Next of kin phone
	 
	 

	56
	Father's name
	 
	 

	57
	Father's phone
	 
	 

	58
	Physician's Name
	 
	 

	59
	Physician's Telephone #
	 
	 

	60
	Collection Facility
	 
	 

	61
	Laboratory ID#
	 
	 

	62
	Submitters Address
	 
	 

	63
	(Submitter's) City
	 
	 

	64
	(Submitter's) State
	 
	 

	65
	(Submitter's) zip code
	 
	 

	66
	Primary Insured's Name
	 
	 

	67
	Name of Primary Insurance Company
	 
	 

	68
	Primary Group Number
	 
	 

	69
	Primary Policy Number
	 
	 

	70
	Secondary Insured's Name
	 
	 

	71
	Name of Secondary Insurance Company
	 
	 

	72
	Secondary Group Number
	 
	 

	73
	Secondary Policy Number
	 
	 

	74
	Private
	 
	 

	75
	Mother's Medicaid #
	 
	 

	76
	Self-Pay
	 
	 

	77
	Insured SSN
	 
	 

	78
	Hearing Screen Date
	 
	 

	79
	Hearing Screen Time
	 
	 

	80
	Right ear
	 
	 

	81
	Right ear method
	 
	 

	82
	Left ear
	 
	 

	83
	Left ear method
	 
	 

	84
	Hearing Risk Status - Family history
	 
	 

	85
	Hearing Risk Status - PPHN
	 
	 

	86
	Hearing Risk Status - ECMO
	 
	 

	87
	Hearing Risk Status - Exchange Transfusion for Hyperbilirubinemia
	 
	 

	88
	Hearing Risk Status - Birth Weight < 1500 grahams
	 
	 

	89
	Reason not screened - missed
	 
	 

	90
	Reason not screened - Parent\Guardian refused
	 
	 

	91
	Reason not screened - Birth Defect
	 
	 

	92
	Reason not screened - Baby Expired
	 
	 

	93
	Reason not screened - Facility Transfer
	 
	 

	94
	Reason not screened - Not yet screened (NICU)/Transferred
	 
	 


Communication

	Technical Project Manager
	Eduardo Gonzalez Loumiet, MBA, PMP, CPHIMS
Project Manager 
Florida Department of Health – Data Integration Team
eduardo@UberOps.com   |  (850)-766-5338

Eduardo.GonzalezLoumiet@flhealth.gov 



	Newborn Screening Follow-Up Program – Project Manager
	Drew Richardson
(850) 245-4337

Andrew.Richardson@flhealth.gov 



	State of Florida Laboratory
	Robin Lusk 

(904) 451-6901

Robin.Lusk@flhealth.gov
Susanne Crowe
(904) 791-1550

Susanne_Crowe@doh.state.fl.us


	Cerner
	The Florida Department of Health has partnered with Cerner. They are providing technical guidance for those hospitals using their technology. Contact information for Cerner is:

Josh Hayes MHA, MSHI, PMP
Practice Manager – Reference Lab Network
Josh.Hayes@cerner.com | 816.201.5679
www.cerner.com
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