OpenELIS Newborn Screening State Hygienic

Follow-up Web Portal User Guide oy
Table of Contents
GENEIAl FEATUIES.... ittt ettt et e st e ettt e sat e e s bt e e s a b e e e abeesaseeesabeeeabe e e amseesabeeeasseesaseesseeesabeesaseeeanteesreeanns 3
(oY =f=41 0 T= 28T o PP PUPPPPPPPPPPPPPPRE 3
ACCOUNT IMBNUL...eiiiiiiiiiiii ittt s b e e b e et e s b b e e e s ba e e e s aba s e e s ab b e e e s bbb s e e s bbb e s e s bbb e s e sabbaeesaarbaeesas 3
MOAUIE BUTEONS @NT IMIBNUS ..ttt sttt et e et e st e et e e eat e e s bt e e s he e e s abeesmeeesabeesabeeeamteesareeesnseesareeenenesareenn 3
A 1= o T PP T SR POUPTOPRRTOUPINN 4
N =Y PP 4
[ =] T 1= SRR 4
ChaNGING YOUI PASSWOIT.....ciiiiiiiieiiiiie e cciiee ettt e e ettt e e ettt e e e s ettaeeeesutaeee s staeeesstaeeeaastaseesansaeeesssaeeseassaeessnnsaeeesnnsaeeesassnnessnnen 4
(O TUT=3 a oY 1oy A 5 [=1 [ YT 4
NEeWDOIN FOIOW-UDP IMOTUIE .c.cc.eeeeeeeeee ettt e et e e e e e e e et ta e e e e e e e ssasattaeeeeeaesaastssaseeaaeeeasnstaaseeeesseaannsranneens 5
Al ACTIVE CASES .uveieiiieetee ettt e ettt ettt e sttt e s bt e e s bt e s bt e s abeeesabeeeabee e meeesabe s e bseesasee e se e e sabeeaabee e meeesabee e seeeeabeesaneeesaneesaneeeanseesarenanns 5
Sorting, FILering, and SEArCRING .......cuuiiii e e e e e e e et e e e e et e e e e e bteeeesabteeeesasteeeesnstneeenaseeas 5
(6 T - | o1 [T PO P U UPTOPPRTRPRRT 7
PN [o [T Y= T IV - SRR 7
JLIE < K=Y <= o 1 RSN 9
LI L =3 T = TR SRR PPRN 9
RETIESN CASES ...ttt ettt ettt ettt st e bt e bt e e bt e sbe e e at e e a et et e e e b e e she e sae e e at e e bt e bt e b e e ebeeeae e e at e et e e bt e n bt e nanesaneea 9
INEWDOTN CONTACES ...ttt ettt ettt sttt sttt e bt et b et s bt e s st et e et e e s bt e sheesaeesat e s bt e bt e bt e aseesmeeemeeenseenneenbeesanesanenas 9
YT Yot f V7 = T L3NS 9
(07 Tl 1] | O P OO PSPPSRSO 10
e LA LT ) -1« T TSPV S PO PRRTSRRPR 10
PatiENT INTOMMIATION ...ttt ettt et e bt e s bt e she e sat e sab e e bt e b e e bt e s meesseeeneeenreennees 10
(I o BT =TT o1 Y = RIS U] U 13
(O T =I  113 o] V0 1= o F U 16
(@] aTo L1 aToT o By o Y=oy i ol =] « U 18
Labh SCIEENING RESUILS. ... .vviiiiiiiiee et ettt ettt ettt e e et e e e et e e e s abaeeeeasaaeeee s saeeeasssaeeeassaeesensseeeeasseeeesnnsaeeessnseneeennsens 18
(0o Ye [1dToT oI o 11) o] oY AR USSR 19
F ¥ [o 11 Y=Y T ST o SRR 19
L0 Y N Lo PO PP SRR 19
2EToloTa 0T o aT=T aTe =14 o Yo VNSO U ST OTTOTRP 23
RECOMMENAATION LETEET ..ttt s et ettt et e sb e s bt e saeesabe e be e b e e beesmeesmeeemseenneen 25

Draft Version 2 2024 Michael B. Hayek 1



FAN = Tod 010 1= ) RPN 26

(00T o] i g g T= 1 o] Y =] SR 27
o0 V1AV @] o - Tt = | RSP 29

(G o 1] A Lol @e 10T o LY =] 110 =SSP 34
CoNdition ShOMT-TEIM OUTCOMIE . .ciiuiiiiiiiiet ettt ettt ettt st st e bt e bt e s bt e s be e s st e et e et e ebeesbeesheesanesanesaneebeeneennes 38
(@foT Yo [d oY g T MoYa¥- S W=l a I @101 dole] s o[RS 40

L0 TS O 1¥) (ol ] o =PSRRI 41
U T VN o T O Fo 1Y I = <1 ESURPURO 42
(0101 0 11T TP TSRO PTUORTOTR 43
L@ TU1T oV ST o [PPSR 43
Patient INfOrmMation Table ........oo ittt st st st b et re e st e eeeenees 45
2T=ToT o 1=T o = T = L1t 46
o LA ol oo ] U J U UEPRRO 47
(@ WYV 2 =] [ LU UUUPROE 47
Patient INfOrmMation Table ........oo ittt st st st s b e e bbbt s st e e e eeees 48
NEWDOIN CONLACTS IMOTUIE ... ettt ettt b e bt e s sttt et et e s bt e sheesanesabe s bt e b e enbeesmeeemeeenneenneen 50
QUETYING FOr EXISTING CONTACES....uuiiiiiiiieiiiiiieeee ettt e e e e e e e e e e e e ettt e e e e eaesesastsseeaeaaeessanstssaeaeaeaeaannstesaeaeesseannssrannees 50
Adding or Updating @ CONTACT.........uuiiiiiiie ettt e e e e eccere e e e e e e e e e beraeeeeaesesaanstaaaeaaassaaassssasseaeesesassssasseesasssnnnsrns 52

Y T T a T o T gl o= L 1= o | &3P PP TPRN 53
LCT=T =T = | 20T o Yo o 3PS 57
e =T oo g A = 1NNV o [T Yof T o [PPSR 57

(@ ULV 2 =1 [ LU UUUPROE 57

RV A LY ST T I 2T o Yo o U UURRN 59
SPreadsheet VIEeW Stat@WIHE SCIEEN ...ccccuvii ittt e e st e e e st e e e e et e e e eeataaeesaatseeesansseeeeassseeeeanssaeeeansreeeann 60
TSt StAtUS STAtEWILE SCrEEN ... ettt ettt et et e bt e sheesatesab e e bt e b e e abeesmeesmaeeareenneen 62
RNV oY T T 2U=Y oo T &R UREPURO: 64
RNy o Yo T W OoT 1\ I =T Yo o R SURRN 64
NeWbOrn Birth IMatCh REPOIT ...cce et e et e e e e e e e sttt e e e e e e e e e astsbeeeeaeeeeasstssaseaaesesanstasaeeaeanaans 66
NEWDOIN FEEAING REPOIT.....uiiiiiiiiie ettt et e e et e e e et e e e et e e e e ette e e e ebeeeeeesteeaeaseaeeeaasteeeeansteeeeaseaeeeaseneessnsseeeennsrns 69
Newborn Samples QA StatEWIAE REPOIt ... ..uiiiiciiee ettt e et e e e e te e e e s bt e e e e e bteeeesateeeesasteeeesnseeeesansenas 71
NeWbOorn State SUMMArY REPOIT ... ...ttt e e e e e et e e e e e e e e es bt b e e e eeeeaeesastsbaseeaeeeesssssbaseaeaeessnstasneeaaeeaans 73
Newborn TurnarouNnd StateWIdE REPOIT ... e et e e e e e et re e e e e e e e e sbreteeeeeeeeessstssaeeaeeeeesnnstasaeaaaesanns 77

Draft Version 2 2024 Michael B. Hayek 2



The OpenELIS Web Portal has been redesigned to be more responsive; it can now be used easier on tablets, laptops, and
cell phones.

General Features

The general features of the OpenELIS Web Portal are described in this section.

Logging in
e Go to the State Hygienic Laboratory at The University of lowa’s web site at www.shl.uiowa.edu .
e C(Click on the green Test Results button on the left-hand side.
e C(Click on the green OpenELIS button.

e Login using your username and password. (This is a secure site. Your username and password are encrypted as
they are sent for authorization.)

e If using a shared computer, please click Logout on the Account menu and then close the browser after
completing the session.

e Supported desktop web browsers are recent versions of: Firefox, Chrome, Opera, Safari, and Microsoft Edge
(version 15 and above). Mobile browser compatibility includes Apple iPhone and iPad and Android devices.

Account Menu
e The Account menu in the top right corner of the Home page displays the name and username of the user.
e There are links to logout of the web portal and to change the user’s password.
e The user can adjust the font size of the screen text and change the Display Mode (Dark, Calm, Lite).
e There are also links to related forms and user guides.

User Information

Name: Demo User
Usemname: demo

Account

& Change Password

® Logout

Preferences

Font Size

®

Display Mode

0 pak O Cam Lite

Documents

Forms

Web Portal Application Form (clinical and
newbormn screening)

Web Portal Application Form
(emvironmental and SDWA)

Stop receiving mailed test reasults
User Guides
OpenELIS
Meanatal Screening
OpenELIS Final Report Statewide
OpenELIS Matenal Screen Follow-Up

Figure 1 Account Menu

Module Buttons and Menus

e The Home page of the OpenELIS Web Portal contains a button for each module for which permissions have been
assigned. The menus at the top also lists these modules. Open a module by clicking on its button or selecting it
from the menu.
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Follow-Up

- | |
®
| b

Newbomn Follow-Up Newborn Contacts

Figure 2 Newborn Screening Follow-Up Module Buttons

Follow-Up a

"l Newbomn Follow-Up

B MNewborn Contacts

Figure 3 Follow-Up Menu
Alerts

@
e Ared circle above the bell icon Q denotes that there are one or more active alerts pertaining to the
laboratory and the web portal. Click on this icon to display the alerts. Active alerts will also display at each login.

News

e Ared circle above the newspaper icon denotes that there are one or more new news articles pertaining to
the laboratory and the web portal that have been posted since the last time that the user logged in. Click on this
icon to display the news articles.

Help Text

? Help
e A Help button located in the lower right corner of each screen will display helpful information
regarding the use of that screen.

Changing Your Password
e C(Click Change Password on the Account menu and follow the designated steps.
e Keep your new password secure. If you must write it down, be sure to keep it in a safe place.
e Passwords must meet the following requirements:

. Password is case sensitive.
o Must be at least 15 characters long.
. Must be no more than 25 characters long.
o Must not include any of the following values: test password
o Must not include part of your name or username.
. Must not include a common word or commonly used sequence of characters.
o Must have at least three types of the following characters:
Uppercase letter (A-Z) Number (0-9)
Lowercase letter (a-z) Symbol (!, #, S, etc.)

Questions/Help

e Questions regarding the OpenELIS Newborn Screening Follow-up Web Portal may be directed to shl-openelis-
support@uiowa.edu or to 319/335-4451.
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Newborn Follow-Up Module

The Newborn Follow-Up module is used by Newborn Screening follow-up staff, state coordinators, genetic counselors,
and medical consultants to manage and complete their cases and documentation.

Click on the Newborn Follow-Up button or the link in the Follow-Up menu to open this module. The major divisions of
this module are separated into tabs that are located at the top of the screen.

All Active Cases
This tab will be displayed by default when the module is opened. All active cases will be displayed regardless of owner.

Newborn Follow-Up X
= My Active Cases ot Ready To Close Cases @ Closed Cases & Patient Lookup
Sort By:| Created, Descending v Filter By:| Tag ¥ || AK IA ND, SD ¥ | Search for D Reset
Case Id Patient Birth Organization Owner Created Y
0 182 LAST604241, FIRST604241 2024-06-03  GALENA STAUSS HOSPITAL (170) akampoow  2024-06-05
[BT (6 Days) | [CONFIRM (-1 Day) # |
o7 LASTS514241, FIRST514241 2024-05-12  CANTON-INWOOD MEMORIAL HOSPITAL (1168) 2024-06-04
LSD (-42 Days)
o7 LAST430244, FIRST430244 20240429  BARTELS LUTHERAN HOME (978) 2024-05-02
CALLEK (-1 Day) #
0174 LAST430243, FIRST430242 20240429  BARTELS LUTHERAN HOME (978) 2024-05-02
[EC (74 Days) | [ CALLBK (-1 Day) # |
0176 LAST430241, FIRST430241 202404-28 A TEST ORG 212 (1279) 2024-05-02
0177 LAST430242, FIRST430242 20240427 A TEST ORG 212 (1279) 2024-05-02
(L] LAST627651414, FIRST627651414  2023-12-04  ANYTOWN HOSPITAL (1329) 2024-04-15

[XALD (92 Days) | [SMA (217 Days) | [ XALD (92 Days) | [SMA (217 Days) |

0172 LAST616577777, FIRST616577777 2023-1204  ANYTOWN HOSPITAL (1329) 2024-04-15

[XALD (:92 Days) | [SMA (92 Days) | [XALD (92 Days)| [SMA (-92 Days)|

o MILLER-SMITH, ADRIENNE 20140202 ST ANSGAR CLINIC (267) 2023-06-09
SENTINEL (396 Days)

0170 NBSTEST, BABYBOY6 20190424 UIHC (1328) 2023-05-22
SENTINEL (414 Days)

@@ 1-100f29 T Retresh Cases
o

Figure 4 All Active Cases Tab

Sorting, Filtering, and Searching
Cases on this tab can be sorted, filtered, or searched. These tools are described below.

=]

w

Sort By: Created, Descending ¥ Filter By: Tag ¥ ||AK, 1A, ND, SD ¥ ||Se

Figure 5 Sort By, Filter By, and Search for Tools
Sort By

The cases on this tab can be sorted by case id, patient’s last name, birthdate, “Report To” organization (submitter), case
owner, or case created date. The sort order can be either ascending or descending. The default sorting is by Created

) Reset

date and in Descending order. Click on a Column name and/or Order to change the sorting. The button will

revert the tab back to the default sorting.
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Created, Descending

CaseId
Patient

Birth
Organization
Owner

« Created

Ascending

« Descending

Figure 6 “Sort By” Dropdown Menu
Filter By

The cases on this tab can be filtered by assigned tag (i.e., BT Result, Call Back, Early Collection, Transfused, etc.) This can
aid in restricting the cases that are displayed to specific situations. Click on a tag name to filter by that tag.

Tag A |AK IA N
All
BT - BT Result

|
CAH - CAH Result

CALLBK -Call Back

CFTR - CFTR Result

CONFIRM- Confirmatory

Figure 7 “Filter By:” Tag

The cases can also be filtered by state (if the user has permissions to multiple states). Click on a state to filter by that
state. The default view is to display cases from all of the states to which the user has permissions.

sD 'y
AK
1A
ND
v SD

Figure 8 “Filter By:” State

The button will revert the tab back to no filtering.
Search for...

This field can be used to search for any cases on this tab that match the text that is being entered. Examples include
searching by a partial or full patient name or organization name, case id, organization id, birth date or created date. Tags
and owners cannot be searched in this manner, but cases can be filtered by tags and sorted by owners.

RAMIREZ

Figure 9 “Search for...” a patient's name
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2023-04-12|
Figure 10 “Search for...” a patient's birth date or a case created date

The IEiall button will revert the tab back to its initial view.

Case Table

All active cases are displayed in a table. The @ @ buttons are used to page through the cases. The columns of the
table are described below.

Case Id

The id of the case is displayed here. Every case that is created is automatically assigned an id by the system for referral.
The case id can be emailed by itself non-securely as it does not disclose any protected health information.

Patient

The last name, first name of the newborn is displayed in this column.
Birth

The birth date of the newborn is displayed here.

Organization

The name and OpenELIS id of the “Report To” organization that is linked to the initial newborn screening sample is
displayed here. Results are reported to the “Report To” organization through mail, the OpenELIS Web Portal, and/or an
electronic results interface.

Owner

The username of the owner of the case (if it has been claimed) is displayed in this field.
Created

The date that the case was created is displayed in this field.

Tags

Any tags that are present on a case are displayed below the first row of that case. Active tags remind the user as to
when a specific action needs to be undertaken. Click on a tag to view its details.

Adding a Tag

Tags are either added automatically by the case scanning software that runs continually in the background or manually
by a user. Add a tag manually by checking the box in front of the patient’s name, clicking the Add Tag button at the
bottom of the screen, and selecting the tag to be added.

Draft Version 2 2024 Michael B. Hayek 7



SMA - SMA Result
TMS - TMS Result
TRAN - Transfused
TREC - TREC Result
TSH-TSH Result

Add Tag « IR ETGEeE

Figure 11 Manually Adding a Tag

The tag window will pop up. Its fields are described below. with the User and Created date and time fields already
populated.

Call Back
User: demo user
Created: 2023-04-12 14:19 0
Reminder: 2023-04-13 14:19 ] |:|
Note: Call provider Jane Doe to discuss repeat specimen

collection.

A

Close Tag: O

Figure 12 Tag Pop-up Window

User

This field will be populated with the name of the user who created the tag. A tag that is automatically created by the
case scanning software will have “system user” for the user.

Created

This field will be populated with the date and time that the tag was created. The field to the right of the Created field
displays the number of days since the tag was created (“0” for a tag created today).

Reminder

The date and time to display the tag can be set in this field. The field to the right of the Reminder field displays the
number of days until the tag will be displayed. A positive value is in the future; a negative value is in the past The
“reminder number of days” value is displayed in parentheses to the right of the tag name for open tags.

SENTIMEL (-16 Days)

Figure 13 Past Due Tag
Note
A note can be added to a tag by entering it into this field.
Close Tag

A tag can be closed manually by a user by checking this box. The date and time that the tag was closed is displayed to
the right of this checkbox.
Draft Version 2 2024 Michael B. Hayek 8



CAH Result
User: demo user
Created: 2019-09-26 14:17 68
Reminder: 2020-04-22 14:17 B | -1562
Note: Want to call the provider at that date.

#
Close Tag: 2022-08-22 09:02

Figure 14 Pop-up Window of a Closed Tag

Tag Legend
Tags are color-coded to alert the user as to the timeframe of when they are due. They may also have one or more icons

that signal other characteristics of the tag. Click on the @ icon at the bottom to view the tag legend.

Past Due

Amber Due Today

Green Due in 1 to 3 days

Blue Due in 4 to 7 days

Gray Due after 7 days
.| Closed by User
Closed by System

* MNew Script Tag

L A

& Note Added

Figure 15 Tag Legend

Taking a Case

k
Take ownership of a case by checking the box in front of it and clicking the button. Your username will be
displayed in the Owner column. The case will now be additionally displayed on the My Active Cases tab.

Refresh Cases

~a
The cases that are displayed on this tab can be updated in real time by clicking the button.

Newborn Contacts

Click on the button to pop up this module. The Newborn Contacts module is described in a later
section.

My Active Cases
The user’s active cases will be displayed on this tab.

Draft Version 2 2024 Michael B. Hayek 9



Newborn Follow-Up X

All Active Cases - R EUCIS Ll *# ReadyToClose Cases @ Closed Cases & Patient Lookup G Monitor Patient @ Clinical Samples

Sort By: Created, Descending ¥ |Filter By: Tag v ||AK, 1A, ND, SD w |(|Search for...
Patient Birth Organization owner ¥ Created
[0 FINN, HUCKLEBERRY 2018-11-01 Ul FAMILY CARE CENTER (13) demo 201812-27

TRAN (-1085 Days) | [ GALT (-1086 Days) | | GALT (-1567 Days) | | TRAN (-1563 Days) | [ GALT (-1567 Days) ] [ TRAN (-1563 Days) |

@ 1-10f1 < Refresh Cases
> K

Figure 16 My Active Cases Tab

The features of this tab work in the same manner as the All Active Cases tab.

Case Details

Click on the patient’s name in the All Active Cases or My Active Cases tab to view the case details.

[ WBSTEST, BABYBOYS

Figure 17 Patient's Name

The Case Details screen for that patient will be displayed. Click the button to go back to the All Active Cases or
My Active Cases tab.

Case Details - NBSTEST, BABYBOYS - Created (2019-03-06) X

m Case History CAH TsSH BTo GALT HB CF TMS+ TREC CPT1A SMA LSD

PATIENT INFORMATION

Patient Update | History ~ | Guardian Update | History ~ | Organizations

Last NBSTEST Gender Male Last NBSTEST Type Name

First: BABYBOYS Race: First: MOTHERS Report To ‘ MERCY MEDICAL CENTER
Birth (OT):  |2019-01-04 09:28 Ethnicity: Birth: 1998-06-05

Address: 1A,00110- Relation” | Mother

Figure 18 Case Details Screen
The Case Details screen is divided into a number of tabs: Patent, Case History, and one for each screening condition.

Patient Tab
There are two sections of the Patient tab: Patient Information and Lab Screening Results.

Patient Information
The patient’s and guardian’s demographic information (both current and historical) can be displayed and updated here.
Organization information is also displayed here. The fields in this section are described below.

Patient Last

Draft Version 2 2024 Michael B. Hayek 10



The last name of the patient is displayed in this field.

Patient First

The first name of the patient is displayed in this field.

Patient Birth (D,T)

The birth date and time of the patient is shown here.

Patient Address

The residing address of the patient is displayed here, if provided.

Patient Gender

The assigned sex at birth of the patient is shown here. Options are Female, Male, and Unknown.
Patient Race

The race of the patient is displayed in this field, if provided.

Patient Ethnicity

The ethnicity of the patient is shown here, if provided.

Guardian Last

The last name of the patient’s guardian is displayed in this field, if provided.
Guardian First

The first name of the patient’s guardian is shown here, if provided.
Guardian Birth

The birth date of the patient’s guardian is shown here, if provided.
Guardian Relation

The relationship of the guardian to the patient is displayed here, if provided.
Organizations

The type and name of each organization that is linked to the newborn screening sample(s) is displayed here. Types of
organizations include “Report To” (results are reported to this organization through mail, the OpenELIS Web Portal,
and/or an electronic results interface), “Secondary Report To” (results are mailed to this organization), and “Birth
Hospital” (the patient was born at this organization).

Click on the yellow name of the organization to pop up its Organization Contact window to view its details.

Draft Version 2 2024 Michael B. Hayek 11



Organization Contact X

Id: 1328

Attention:

Name: UIHC

Address: 200 HAWKINS DR

Apt/Suite #:

City: IOWA CITY

State, Zip: 14 52242-1009

Type Contact Name Phone Fax Email Apt/Suite # Address City State Zip

General Office 555/555-5555

X Close

Figure 19 Organization Contact Pop-up Window

Patient and Guardian History

The history of the patient’s and guardian’s demographic information can be viewed by clicking on the History dropdown
button at the top of the corresponding section. There are four history records that can be viewed: Patient, Patient
Address, Guardian, and Guardian Address.

Update | History -

Patient

Patient Address

Figure 20 History Dropdown Button

History - Patient X
(=) 2023-04-13 16:10 demo Update
L\ast_updated 2023-04-13 16:07:14.0

2023-04-13 16:07 demao Add

X Close

Figure 21 History - Patient Pop-up Window

It is usually easiest to read the history from the bottom up and to expand the ¥ nodes by clicking on them.

Click the appropriate Update button to update the patient’s or guardian’s demographic information. Enter the updated
information into the pop-up window and click the OK button.

Draft Version 2 2024 Michael B. Hayek 12



Patient X
Last: LSDTESTT

First: BABY

Birth (D,T): 2023-01-24 £ |[10:30 iz
Gender: Female v
Race: White v
Ethnicity: Non Hispanic bl
Address: TEST COURT

Apt/Suite #: 12

City: HIAWATHA

State, Zip: 1A v

Figure 22 Patient Update Pop-up Window

Lab Screening Results
Newborn screening results from one or more samples are displayed in this section along with any attachments to each
sample. The fields in this section are described below.

Draft Version 2 2024 Michael B. Hayek 13



LAB SCREENING RESULTS

Cartainer Refarance
CAH

TEH

aT

GALT

HE(IER)

HE(HPLE)

T

CFTR

TMS - Fatty Acids
TMS - Drganic Acids
TMS - Amina Acids
TREC

CPT1A

SMA

LSD - Pomge

LSD - MPS1

Hotes

Attachmerts

Early Collection - Resubemit newbam screen sample

Fresumptive Positive - Program staff will contact with recommendations

Transfused - Program staff will comact with recommendations

Transfused - Program staff will comact with recommendations

Abngrmal Analyte - Program staff will contact with recommendations

Abrormal Analyte - Program staff will contact with recommendations

Abnarmal Analyte - Propram staff will contact with rscommendations

Entered By-demao  Entered Onc 20119-04-23 1125 Subject: changed

Field Sample 1 Sample 2
Accession & aps191 apa191
Caollected 2019-01-04 1257 20190106 04:00
Received 20180105 01:10 20180106 0800
feizased

Chent Reference

Gestaticnal Ag= 34 a

Feeding N RN

‘Weight 2050 2970

Transfised Ves (2012-01-04) Yes (2012-01-08)
Tansfsandge 0 a

Chnical Factars L l=1) HICU

Fepest Ho Vs

Gallection Age 228 a2

Caollection Valid HNo Yes

Ordering Provider MNATEST, TEST MATEST, TEST
Primary Provider  BED, TEST =20, TEST

'Within Normal Limits

Transfused - Program staff will contact with recommendations

Transfused - Program staff will contact with recommendations

Transfused - Program staff will contact with recommendations

‘Wiithin Narmal Limits

'Within Normal Limits

Mbrarmal Analyte - Program staff will contact with recommendations

Entered By- dera  Entered Onc 2019-04-23 11:224  Subject: changed

the providers the providers

Report Name Create Date  Report Name Create Date
FinalReport 304191 R0 wepem FinalReport 308191 R0 w104z
20190509 20190503

FinalReport 304191R 1

FinalReport 304191 R 2 - 2020-02-06 11:56  2020-02-06

FinalReport 308191 R 1

FinalReport 308191 R 2 - 2020-02-06 11:56  2020-02-06

Accession #

Figure 23 Lab Screening Results

The number (id) assigned to the sample by the performing laboratory.

Collected

The date and time that the sample was collected is displayed in the format of YYYY-MM-DD HH:MM.

Received

The date and time that the sample was received at the performing laboratory is displayed in the format of YYYY-MM-DD

HH:MM.

Released

The date and time that the results of the entire sample were released is displayed in the format of YYYY-MM-DD

HH:MM. This corresponds to the date and time that the last test on the sample was released.

Client Reference

Draft Version 2 2024
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An identifier that was provided for the sample or patient by the submitting organization. It could be the organization's
sample number, a patient ID, Chart ID, or Medical Record Number (MRN).

Gestational Age

This is the common term used during pregnancy to describe how far along the pregnancy was at birth. It is measured in
weeks, from the first day of the woman's last menstrual cycle to the newborn’s birth date.

Feeding

The feeding method of the newborn is displayed here, if provided. Options include Breast Milk, Formula, TPN, and their
various combinations, and None of the above.

Weight
The current weight of the newborn in grams when the samples was collected is shown here, if provided.
Transfused

The transfusion status of the newborn for any blood products before sample collection is displayed here. Values include
Yes, No, and Unknown. The date of the last transfusion (if provided) is displayed to the right in parentheses in the
format of YYYY-MM-DD.

Transfusion Age

This value represents the age of the transfused blood products in the newborn in days. It is calculated by subtracting the
date of the last transfusion (if provided) from the sample collected date.

Clinical Factors

Factors that can affect screening interpretations and short-term follow-up recommendations are displayed here, if
provided. Options include whether the newborn is in the NICU, has Meconium lleus, or both.

Repeat
This field denotes whether the sample is for a repeat screen. Values are Yes and No.
Collection Age

The age of the newborn at the time of sample collection in the format of HH:MM. It is calculated by subtracting the
newborn’s birth date and time (if provided) from the sample collected date and time (if provided).

This field will be empty if the software cannot calculate or estimate it. This is caused by the Collected Date, Collected
Time, Birth Date, and/or Birth Time being unknown. If the Collected Date is 2 days after the Birth Date and either or both
the Collected Time and Birth Time are unknown, the Collection Age will be estimated to be 48:0 hours and the Collection
Valid field will be "Yes". An estimation is also calculated when the Collected Date is greater than 2 days after the
Birth Date for samples where either or both the Collected Time and Birth Time are unknown.

Collection Valid

This field denotes whether the sample collection was valid. Collections are valid when the Collection Age of the newborn
is 2 24:00 hours. Values include Yes, No, and Unknown. An “Unknown” value is displayed when the Collection Age
cannot be calculated or estimated by the software and, thus, is empty.

Ordering Provider

This field displays the last name, first name of the ordering health care provider of the newborn screen.
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Primary Provider

This field displays the last name, first name of the primary care provider of the newborn, if provided.
Container Reference

This field can be used to display the serial number of a newborn screening dried blood spot collection card.
Test Interpretations

The interpretation for each newborn screening test that has been released is displayed in these fields.
Notes

Both external (notes that are displayed on the Final Report), and internal sample notes are displayed in this field. An
external sample note will be displayed first, followed by any internal sample notes. Only the text of an external sample
note is displayed. The complete details of an internal sample note will be displayed: Entered By, Entered On, Subject,
and the text of the note.

Notes test follow-up external

Entered By: akampoow Entered On: 2022-02-16 14:55 Subject: test

follow-up internal

Figure 24 External and Internal Sample Notes
Attachments

Any attachments to the sample are displayed in this field. Attachments can include various versions of the results report
(begins with the words “FinalReport”), the test request form (begins with the letters “TRF”), email correspondence, and
instrument output. The date that the attachment was created in OpenlLIS is also displayed. Click on the blue filename to
pop up the attachment.

Attachments Report Name Create Date

TRF-915202-CO-1.pdf 2020-09-15

FinalReport 426173 R 0 - 2020-02-06 11:57  2020-0206

Figure 25 Sample Attachments

Case History Tab

The Case History tab is used to document all of the case management work that have been performed on behalf of the
newborn. This includes documenting case notes and confirmatory testing, making medical recommendations, and
assigning outcomes. The various tools on this screen are described below.

Case Event Dropdown Menu

The dropdown menu in the upper left corner of this tab contains all of the events that can be added to a case.
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Add A E
Case Note

| Recommendation
Recommendation Letter
Attachment
Confirmatory Test
Family Contact Call
Genetic Counseling
Condition Short-Term Outcome
Condition Long-Term Outcome

Case Outcome

Figure 26 Case Event Dropdown Menu

Select the event from the list that is to be added to the case. Each type of event will be described in detail in a later
section.

Close Case

Click the button to close the case when the casework is finished.
Sort By

The events that are listed can be sorted by either the “Entered On” column or the “Event Type” column. The sort order
can be either “Ascending” or “Descending”. The default sorting method is to display the events by the “Entered On” date
in “Ascending” order. This can be changed by selecting from the “Sort By” dropdown menu.

|E\.fen‘[ Type, Ascending A |
I Entered On

" Event Type

v Ascending

Descending

Figure 27 “Sort By” Dropdown Menu
Events

The total number of events that are displayed on this tab is shown here.

Events: 5

Figure 28 Number of Events
Sorted By

The current sorting method that is being used on this tab is shown here.

Sorted By: Entered On  Ascending

Figure 29 Current Sorting Method

Events Displayed
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All of the events that have been added to the case are displayed on the remainder of the tab. They are numbered for

easy referral. Each event type will be described in detail in later sections. Click on Update j, the upper right corner of
an event to update its information at any time before a case is closed. Exception: Notes that have “Entered By”,
“Entered On” and “Subject” information cannot be edited at a later time. However, a new note can be added to further
explain or clarify a previous note.

Entered On Event Type

2023-03-02
Ll et Case Note

Update

Entered By:

In Reference:

Field

Initiator Name

Initiator Organization
Recipient Name
Recipient Organization
Date and Time of Contact
Field

Contact Method

Notes

akampoow
CAH,BT

Value

Initiator]

AAUSER, TEST
Recipient1

ARUP LABORATORY
2023-03-02 10:50
Value

Phone

Contact Information
000-555-1234

Entered By: akampoow
For follow-up questions.
Entered By: akampoow
About CAH and BT

Entered On: 2023-03-0211:17

Entered On: 2023-03-02 10:55

Subject: Contacted provider again

Subject: Contacted provider

Condition-Specific Tabs

Figure 30 An Event Displayed

The remainder of the tabs on the Case Details screen are specific to the conditions that are being tested. If a red circle

o to the right of the tab’s name is present, it will contain the number of abnormal results that exist for that condition
on the newborn. For example, a “2” denotes that there are 2 abnormal results for that condition. They could be on the

same newborn screening sample or different samples. A ¥ to the right of the tab’s name denotes that the condition
has been closed by a user. If there is neither a red circle nor a checkmark to the right of the tab’s name, the condition
can be presumed to have normal results. Early Collection, Early Collection Unknown, Transfused, Transfused Unknown,
and Poor Quality are not considered abnormal results and, thus, will not trigger a red circle’s number to increment.

There are two sections of a condition-specific tab: Lab Screening Results and Condition History.

Lab Screening Results

This section displays the accession numbers, collection dates, test results, test interpretations, and any test notes for the

specific condition. Each sample is numbered for user convenience.

LAB SCREENING RESULTS

Acc # Collection Date Reportable Results

1 | 304791 2019-01-04 YES

2 | 308191 2019-01-06 YES

CAH MERCY MEDICAL CENTER Update

Laboratory Interpretation:
Internal laboratory

Early Collection - Resubmit newborn screen sample
Early Collection

interpretation:

Laboratory Result: 6.7

Notes

CAH MERCY MEDICAL CENTER Update

Laboratory Interpretation:

Internal laboratory
interpretation:

Laboratory Result: 8B

Notes

Within Normal Limits
Within Normal Limits
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Condition History
This section displays any events that have been added to the case that are specific to that condition. The events are
numbered for user convenience and the sorting method can be changed. The total number of events that have been

added and the current sorting method are also displayed. Click on Update , the upper right corner of an event to
update its information at any time before a case is closed. Exception: Notes that have “Entered By”, “Entered On” and
“Subject” information cannot be edited at a later time. However, a new note can be added to further explain or clarify a
previous note.

CONDITION HISTORY

Add ¥ |Sort By: Entered On, Ascending ¥ |Events: 2 Sorted By: Entered On  Ascending

Entered On Event Type

1 20220302 Confirmatory Test Update
Entered By: akampoow
In Reference: T™S
Test: Mayo Acylglycines, Quantitative, Random, Urine
Field Value
Reviewing Physician AAUSER, TEST
Collection Date 2023-03-01
Collected Time 00:10

Interpretation

This sample was too dilute for an accurate quantitation of aclyglycines. However, the overall pattern of acylglycine excretion appeared normal.

Notes

Entered By: akampoow Entered On: 2023-03-02 13:44 Subject: Called the lab
To verify Isobutyrylglycine value.

Figure 32 Condition History

Adding an Event

Click on the Case Event Dropdown Menu from either the Case History tab or a condition-specific tab to add an event to
the case. The event types are described below.

Case Note
A case note can be used to document any type of correspondence/contact regarding the case. The fields on this pop-up
screen are described below.
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Case Note

Entered By: user, demo

Entered On: 2023-04-18 15:42

In Reference: BT -
N =
Initiator Name Andrew Norris, MD

Initiator Organization UNIVERSITY OF IOWA HOSPITALS A

Recipient Name Marcus Welby, MD

Recipient Organization ANYTOWN HOSPITAL

Date and Time of Contact 2023-04-1815:119

Contact Method Phone 319/555-1212

Gontact Method Fax 319/555-1313

Add Contact Method Remove
Notes

Entered By: demo Entered On: 2023-04-18 15:45 Subject: Repeat Screen

Contacted provider, Marcus Welby, MD, on behalf of medical consultant, Andrew Norris, MD, to collect and submit a repeat screen within
24 hours.

Add Note

Figure 33 Case Note Pop-up Screen
Entered By

This field displays the name of the logged-in user.

Entered On

This field displays the date and time that the screen was opened.

In Reference

This field defaults to the name of the condition if it is opened from a condition-specific tab. Additional conditions that
the case note applies to can be selected. If the screen is opened from the Case History tab, the condition(s) that the case

note applies to will need to be selected by the user. The note will be displayed on each condition-specific tab that is
selected and on the Case History tab.

In Reference: CAH

TR

Initiator Name TSH
Initiator Organization BT
. GALT

Recipient Name

HE
Recipient Organization

CF
Date and Time of Conte

TMS
N
Contact Method CPTIA

SMA
Add Contact Method

LsSD

Figure 34 "In Reference" Dropdown List
Initiator Name
This free-text field is used to specify the name of the person who initiated the correspondence/contact.
Initiator Organization
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This field is used to specify the organization that employs the initiator. This field pulls from the Newborn Contacts
modaule, so the organization must first be entered as a contact into this module.

Recipient Name
This free-text field is used to specify the name of the person who received the correspondence/contact.
Recipient Organization

This field is used to specify the organization that employs the recipient. This field pulls from the Newborn Contacts
modaule, so the organization must first be entered as a contact into this module.

Recipient Organization IAI

Date and Time of Contact AAUSER, TEST, RN

TR
LABORATORY,

Contact Method Location 1

Contact Method ANYTOWN

Fed [Nk
OuUT LAB

Dnrnmt Dononanens $a Dae |4

Figure 35 Recipient Organization Autocomplete Dropdown Field
Date and Time of Contact
This field can be used to store the date and time that the contact actually started.
Contact Method

This row can be used to capture the various methods that were used to make the contact. The contact method is
selected from the Value dropdown list.

e ——
R lvae _____[com

Contact Method | A |
v

Add Contact Method Phone

Notes Fax
U.S. Mail

Add Note Certified Mail
Email

ok Medical Record

In Person

Figure 36 Contact Method Dropdown List

The Contact Information field can be used to capture the specific contact information, such as the phone or fax number,
or the mailing or email address of the recipient of the contact.

ot e et nimon

Contact Method Phone 319/555-1212

Contact Method Fax 319/555-1313

Add contact Method Remove

Figure 37 Multiple Contact Methods with Contact Information
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Click the Add Contact Method ,;tton to add an additional contact method row and the R€MOVE hytton to delete a
row.

Notes

Click the Add Note pytton to add an explanatory note to this screen, if necessary. The Note Editor screen will pop up. A
predefined note can be selected from the Standard Note Library. Click on the & symbol in front of the name of a
category to view the names and descriptions of the standard notes present in that category. Click on a note to view its
text in the right pane.

- Find - Paste

STANDARD COMMENT LIBRARY In this sample, all carnitine fractions were elevated with a
normal AC/FC ratio. This profile is indicative of carnitine

= Carnitinas supplementation.

|'carnitine elevated : Carnitine fractions elevated with normal AC
|'carn|t|ne essen norm ¢ Carnitine profile was essentially normal
|'carnitine naermal : Carnitine profile was nermal

L carnitine reduced : Carnitine fractions reduced with high AC/FC
[H Acylcarnitines

# Acylglycines

® Amino Acids

[# Organic Acids

# Homocysteines

Flow Cytometry

Contact Summary

< I >

Figure 38 Viewing the text of a Standard Comment

Alternatively, search for standard notes by entering a string of characters in the box in the middle of the screen and

clicking the button. Standard notes that have that character string in their name or description will be
displayed.

lab

STANDARD COMMENT LIBRARY

= Contact Summary

Llabs and results : Labs obtained and results received

<« I >

Figure 39 Searching for Standard Comments by a character string

Click the button to copy and paste the text and subject of the standard note to the Note Editor (top pane of
the screen).

Note Editor

Subject: Carnitines

Text: In this sample, all carnitine fractions were elevated with a normal AC/EC ratio. This profile is
indicative of carnitine supplemen‘tation.|

Figure 40 Subject and Text of a note in the Note Editor
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The subject and text of the note can be edited in these fields. If an appropriate standard note is not present, the subject
and text of the note can be written here.

OK
Click - to add the note to the Case Note screen. Additional notes can be added to the screen at any time by
clicking the Add Note pytton.

.
Next, click to add the case note to the case.

Click on Update jn the upper right corner of an event to update its information at any time before a case is closed.
Exception: Notes that have “Entered By”, “Entered On” and “Subject” information cannot be edited at a later time.
However, a new note can be added to further explain or clarify a previous note.

Recommendation

This event is added to document any time that a recommendation is made on the case. The fields on this pop-up screen
are described below.

Recommendation

Entered By: user, demo

Entered On: 2023-05-01 15:06

In Reference: GALT

Accession #: 122718 v
e S N
Medical Consultant NORRIS, ANDREW, M.D.

Responsible Organization =~ ANYTOWN HOSPITAL
Contact Name Doe, Jang, M.D.

Date and Time of Recom 2023-05-01 14:48

Recommendation Obtain Liver function tests

Recommendation Stop breast feeding immediately

o e oo miomaun |
Contact Method Phane 319/555-1212
Contact Method Fax 319/555-1313
Update Recommendation  Add Contact Method Remove Contact Method

Motes

Add Note

Figure 41 Recommendation Pop-up Screen
Entered By
This field displays the name of the logged-in user.

Entered On

This field displays the date and time that the screen was opened.

In Reference

This field defaults to the name of the condition if it is opened from a condition-specific tab. Additional conditions that
the recommendation applies to can be selected. If the screen is opened from the Case History tab, the condition(s) that
the recommendation applies to will need to be selected by the user. The recommendation will be displayed on each
condition-specific tab that is selected and on the Case History tab.

Accession #
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The accession number of the relevant newborn screen is selected from this dropdown list.
Medical Consultant

This field is used to specify the medical consultant that made the recommendation. This field pulls from the Newborn
Contacts module, so the individual must first be entered as a contact into this module.

Medical Consultant |N|
Responsible Organization NATEST, TEST, MD,
Contact Name test
Date and Time of Recom. NORRIS, ANDREW,

i M.D., University of
Recommendation

lowa Dept. of

Recommendation Pediatrics

Figure 42 Medical Consultant Autocomplete Dropdown Field
Responsible Organization

This field is used to specify the organization that is responsible for executing the recommendation. This field pulls from
the Newborn Contacts module, so the organization must first be entered as a contact into this module.

Contact Name

This free-text field is used to specify the name of the person who received the recommendation.
Date and Time of Recom.

This field can be used to store the actual date and time that the recommendation was made.
Recommendation

This field is used to capture the recommendation that was made. Click the Update Recommendation pytton to add
or update a recommendation. The Recommendation Selection screen will pop up.

Click on the ' symbol in front of the name of a category to view the recommendations that are available for that

category. Click the desired recommendation and click the button. The recommendation will be displayed in
the right “Selected Recommendations” pane. Multiple recommendations can be selected from one or multiple

categories. Click the REMOVE |, +1on to remove one selected recommendation or the REMOVE All button to remove
all of the selected recommendations.
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Recommendation Selection

ALL RECOMMENDATIONS Select SELECTED RECOMMENDATIONS

® Aminoacidopathies Obtain Liver function tests

® Biotinidase Stop breast feeding immediately
EcaH

HCPT1A

Cystic fibrosis

[# Early Collection

Fatty Acid Oxidation

2 Galactosemia

|'C0ntinue infant on breastmilk if deing well

|'Fax all lab results to the newborn screening program.
|'Obtain a Complete Blood Count

|'Obtain a PT and PTT level

|'Obtain Galactosemia Reflex, Blood

|'Obtain Liver function tests

|'Obtain Quantitative Urine Acylglycines

|'Refer infant to & metabolic genetics clinic

|'See and evaluate infant today

LStop breast feeding immediately

Figure 43 Recommendation Selection Pop-up Screen

Contact Method

This row can be used to capture the various methods that were used to make the recommendation. The contact method
is selected from the Value dropdown list.

Click the Add Contact Method b, tton to add an additional contact method row and the Reémove Contact Method
button to delete a row.

Notes

Click the Add Note pytton to add an explanatory note to this screen, if necessary. A note is entered using the Note
Editor screen as with any other note.

OK
Click - to add the note to the Recommendation screen. Additional notes can be added to the screen at any time
by clicking the Add Note pytton.

X3 -
Next, click to add the recommendation to the case.

Click on UPdale jnthe upper right corner of an event to update its information at any time before a case is closed.
Exception: Notes that have “Entered By”, “Entered On” and “Subject” information cannot be edited at a later time.
However, a new note can be added to further explain or clarify a previous note.

Recommendation Letter

A recommendation letter template can be downloaded from either a condition-specific tab or the Case History tab,
modified as necessary, with the final version of the letter being uploaded as an attachment to the case.
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Recommendation Letter 4

Letter: |59I9c‘,.—:|'ecmmer‘d.—:tior A‘

Borderline_CAH_and_EC_repeat_within_24_hrs
m Borderline_CAH_and_EC_repeat_within_7_days
Borderline_CAH_gr_thn_1500g_rpt_wtn_24_hrs
Borderline_CAH_less_thn_1500g_rpt_wtn_7_days

Borderline_CH_and_EC _initial_notification
Borderline_CH_initial_notification
EC_Initial_Notification
EC_and_Transfusion_Initial_Motification
SD_FAO_LCHAD_or_TFP_Letter
UN_PP_CF_w_2_variants_and_int_comt
UN_PP_CF_w_2 variants_wo_int_comt
UN_Poss_CF_w_1_variant_and_int_comt
UN_Poss_CF_w_1_variant_wo_int_comt

UN_Poss_CF_w_2 copies_R117H_wo_5T

Figure 44 Recommendation Letter Dropdown List

The recommendation letter template needs to be selected from the dropdown list. Click the m button. The
letter template will be downloaded. It can then be modified as necessary.

Attachment

An attachment can be added to the case from either a condition-specific tab or the Case History tab. Examples of
attachments are a recommendation letter, email or mail correspondence, and instrument output. Attachments can be
uploaded in any standard file format: .doc, .docx, .pdf, .xls, .xlsx, .txt, .rtf, .csv, etc. The fields on this pop-up screen are
described below.

Attachment
Entered By: user, demo
Entered On: 2023-05-01 09:19
In Reference: CAH -
File Name:
Remove
File Name:

Figure 45 Attachment Pop-up Screen
Entered By
This field displays the name of the logged-in user.
Entered On
This field displays the date and time that the screen was opened.

In Reference
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This field defaults to the name of the condition if it is opened from a condition-specific tab. Additional conditions that
the attachment applies to can be selected. If the screen is opened from the Case History tab, the condition(s) that the
attachment applies to will need to be selected by the user. The attachment will be displayed on each condition-specific
tab that is selected and on the Case History tab.

File Name
The file name of the attachment is displayed here.
Drag and Drop

Drag and drop the file into the designated space on this screen. Click the R€MOVe pytton to remove the file. Click
OK
to add the attachment to the case.

Confirmatory Test
This event is added to capture the results and other testing information from a newborn screening confirmatory test.
The fields on this pop-up screen are described below.

In Reference

This field defaults to the name of the condition if it is opened from a condition-specific tab. If the screen is opened from
the Case History tab, the condition that the confirmatory test applies to will need to be selected by the user. The
confirmatory test will be displayed on the condition-specific tab that is selected and on the Case History tab.

Test

The name of the confirmatory test is selected from this dropdown list. The list of tests that are displayed is specific to
the condition that was selected in the “In Reference” field.

Confirmatory Test
In Reference: CAH -
Test: A

Entered By:

Entered On: Generic General Lab

Accession #: | Generic Gene Analysis

Mayo CYP21A2 Gene Analysis
Figure 46 Confirmatory Test Name Dropdown List
Entered By
This field displays the name of the logged-in user.
Entered On
This field displays the date and time that the screen was opened.
Accession #

The accession number of the relevant newborn screen is selected from this dropdown list.
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Confirmatory Test

In Reference: CAH v
Test: Generic General Lab v
Entered By: user, demo

Entered On: 2023-05-01 09:43

Accession #: A
Test Name 308191

Figure 47 Confirmatory Test Accession # Dropdown List
Test Name

This free-text field is normally only present if a “generic” Test is selected. It allows the user to enter the exact name of
the test.

Performing Organization
This free-text field allows the user to enter the name of the organization that performed the confirmatory test.
Reviewing Physician

This field is used to specify the medical consultant that reviewed the results of this test. This field pulls from the
Newborn Contacts module, so the individual must first be entered as a contact into this module.

Reviewing Physician
Collection Date NATEST,
Collected Time TEST, MD,
test
Sample Type
.
ANDREW,
Other Field Name M.D.,
nterpretation University
of lowa
Notes Dept. of
Pediatrics
Update Interpretation 2 i

Figure 48 Reviewing Physician Autocomplete Dropdown Field
Collection Date
This field can be used to store the date that the sample for the confirmatory test was collected.
Collected Time
This field can be used to store the time that the sample for the confirmatory test was collected, if known.
Sample Type

This dropdown list or free-text field can be used to capture the sample type of the specimen. If there is only one
acceptable sample type for the test, it will be selected by default.

Result

This dropdown field may be present depending upon the confirmatory test that is selected. It allows for a standard
result to be captured, such as Positive, Negative, or Other.
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Other Analytes and Values

There may be other analytes and values that are displayed depending upon the test that is selected. Some of these fields
are predefined and some are free text. These fields could include units of measurement and reference ranges.

T 7T A

Hb A 5.9-77.2
Hb F % 22.8-92.0
Hb A2 0.0-21

Other Variant #

Other Field Name
Figure 49 Confirmatory Test with Some Predefined Fields

A field row can be duplicated using the Duplicate Field pytton. A field row can be removed using the Remove Field
button.

Interpretation

The interpretation of the results of the confirmatory test can be added to this field. Click the UPdate Interpretation
button to add or update the interpretation. An interpretation is entered using the Note Editor screen as with other
notes. The only differences between the way that an interpretation and a note work are that an interpretation will not
have “Entered By”, “Entered On” and “Subject” information and it can be edited at a later time.

Notes
Click the Add Note pytton to add an explanatory note to this screen, if necessary. A note is entered using the Note

Editor screen as with any other note.

OK
Click - to add the note to the Confirmatory Test screen. Additional notes can be added to the screen at any time
by clicking the Add Note pytton.

N = - J—
Next, click to add the confirmatory test to the case.

Click on Update i, the upper right corner of an event to update its information at any time before a case is closed.
Exception: Notes that have “Entered By”, “Entered On” and “Subject” information cannot be edited at a later time.
However, a new note can be added to further explain or clarify a previous note.

Family Contact Call

The Family Contact Call screen can be used to document contact made to the family of the patient by a genetic
counselor. The fields on this pop-up screen are described below.
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Family Contact Call

Entered By: user, demo

Entered On: 2023-04-24 10:33

In Reference: HB v
e ™
Initiater Name Doe, Jane

Initiator Organization UIHC PEDS MEDICAL GENETICS

Recipient Name Jones, Mary

Recipient Type Primary Care Provider

Recipient Organization ANYTOWN HOSPITAL

Date and Time of Contact 2023-04-21 10:00

e e conactimomaton |
Contact Method Phone 515/555-1212

Contact Method Fax

e N
Parent Response to Result Not Applicable

PCP Evaluation Typical

Recommendations Done Yes

Family Handout Given Pending

Contact Time 5 -9 minutes

Questions Asked No

Barriers No

Family Experience Not Applicable

Add Contact Method Remove Contact Method
Notes

Entered By: demo Entered On: 2023-04-24 10:39 Subject: Special Note

Enter special note text here

Add Note

o

Figure 50 Family Contact Call Pop-up Screen
Entered By
This field displays the name of the logged-in user.
Entered On
This field displays the date and time that the screen was opened.

In Reference

This field defaults to the name of the condition if it is opened from a condition-specific tab. Additional conditions that
the family contact call applies to can be selected. If the screen is opened from the Case History tab, the condition(s) that
the family contact call applies to will need to be selected by the user. The family contact call will be displayed on each
condition-specific tab that is selected and on the Case History tab.
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In Reference: CAH

TR

Initiator Name TSH
Initiator Organization BT
- GALT
Recipient Name
HB
Recipient Organization
CF

Date and Time of Conte
TMS

N

Contact Method CPTIA

SMA
Add Contact Method
LSD

Figure 51 "In Reference" Dropdown List
Initiator Name

This free-text field is used to specify the name of the person who initiated the family contact call. This would normally be
a genetic counselor.

Initiator Organization

This field is used to specify the organization that employs the initiator. This field pulls from the Newborn Contacts
modaule, so the organization must first be entered as a contact into this module.

Recipient Name
This free-text field is used to specify the name of the person who received the family contact call.
Recipient Type

The type of recipient of the family contact call can be selected from a dropdown list.

Recipient Type | A |
Recipient Organization Y 4
Date and Time of Contact | Mother
TEE |
Contact Method Pa renTS

Guardian

Contact Method

DHS
_i Primary Care Provider|
Parent Response to Result Nurse
PCP Evaluation Midwife

Figure 52 Recipient Type Dropdown Field
Recipient Organization

This field is used to specify the organization that employs the recipient (if applicable). This field pulls from the Newborn
Contacts module, so the organization must first be entered as a contact into this module.
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Recipient Organization IAI

Date and Time of Contact AAUSER, TEST, RN

TR
LABORATORY,

Contact Method Location 1

Contact Method ANYTOWN

I
QUT LAB

DAarnnt Dacnanen o D vl#

Figure 53 Recipient Organization Autocomplete Dropdown Field
Date and Time of Contact
This field can be used to store the date and time that the family contact call started.

Contact Method

This row can be used to capture the various methods that were used to make the family contact call. The contact
method is selected from the Value dropdown list.

Fidd  fvae Jcoms
Contact Method | A |
v

Add Contact Method Phone

Notes Fax
U.S. Mail

Add Note Certified Mail
Email

ok Medical Record

In Person

Figure 54 Contact Method Dropdown List

The Contact Information field can be used to capture the specific contact information, such as the phone or fax number,
or the mailing or email address of the recipient of the family contact call.

e et mimaon

Contact Method Phone 319/555-1212

Contact Method Fax 319/555-1313

Add Contact Method Remove

Figure 55 Multiple Contact Methods with Contact Information

Click the Add Contact Method ptton to add an additional contact method row and the R€MOVE hytton to delete a

row.
Parent Response to Result

The parent’s response to the genetic counseling result (if applicable) can be captured in this dropdown field.
PCP Evaluation

The evaluation of the primary care provider by the genetic counselor (if applicable) can be captured in this dropdown
field.

Recommendations Done
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Whether recommendations have been made by the genetic counselor can be captured in this dropdown field.
Family Handout Given

Whether the family handout has been provided to the family can be captured in this dropdown field.
Contact Time

The length of the family contact call can be captured in this dropdown field.

Questions Asked

Whether questions were asked by the recipient can be captured in this dropdown field.

Barriers

Whether any barriers are present can be captured in this dropdown field.

Family Experience

The patient’s family experience (if applicable) can be captured in this dropdown field.

Notes

Click the Add Note pytton to add an explanatory note to this screen, if necessary. The Note Editor screen will pop up. A
predefined note can be selected from the Standard Comment Library. Click on the ® symbol in front of the name of a
category to view the names and descriptions of the standard notes present in that category. Click on a note to view its
text in the right pane.

STANDARD COMMENT LIBRARY In this sample, all carnitine fractions were elevated with a
normal AC/FC ratio. This profile is indicative of carnitine

2 Carnitines supplementation.

|'carnitine elevated : Carnitine fractions elevated with normal AC
|':arnitine essen norm ¢ Carnitine profile was essentially normal
|':arnitine naermal : Carnitine profile was nermal

I‘:arnitine reduced : Carnitine fractions reduced with high AC/FC
[H Acylcarnitines

# Acylglycines

® Amino Acids

# Organic Acids

[H Homocysteines

Flow Cytometry

Contact Summary

L4 >

Figure 56 Viewing the text of a Standard Comment

Alternatively, search for standard notes by entering a string of characters in the box in the middle of the screen and

clicking the button. Standard notes that have that character string in their name or description will be
displayed.
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lab

STANDARD COMMENT LIBRARY

= Contact Summary

Llabs and results : Labs obtained and results received

< >

Figure 57 Searching for Standard Comments by a character string

Past
Click the button to copy and paste the text and subject of the standard note to the Note Editor (top pane of
the screen).

Note Editor

Subject: Camitines

Text: In this sample, all carnitine fractions were elevated with a normal AC/EC ratio. This profile is
indicative of camitine supplementation,

Figure 58 Subject and Text of a note in the Note Editor

The subject and text of the note can be edited in these fields. If an appropriate standard note is not present, the subject
and text of the note can be written here.

OK
Click - to add the note to the Family Contact Call screen. Additional notes can be added to the screen at any time
by clicking the Add Note pytton.

X -
Next, click to add the Family Contact Call event to the case.

Click on Update jn the upper right corner of an event to update its information at any time.
Exception: Notes that have “Entered By”, “Entered On” and “Subject” information cannot be edited at a later time.
However, a new note can be added to further explain or clarify a previous note.

Genetic Counseling

The Genetic Counseling screen can be used to document a genetic counseling session for the guardian/family of a
patient. The fields on this pop-up screen are described below.
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Entered By

Genetic Counseling

Entered By: user, demo

Entered On: 2023-05-0215:48

In Reference: HB A4
= R R
Initiator Name Doe, Jane

Initiator Organization UIHC PEDS MEDICAL GENETICS

Recipient Name Finn, Martha

Recipient Type Mother

Date and Time of Contact 2023-05-02 15:00

Contact Method In Person

Contact Method Certified Mail 768 23rd St, Anytown, |A 59999

Number of People Involved 4+

Interpreter Used? Yes

Language Haitian Creole

Time Counseled 15- 29 minutes

Genetic Cnslg Outcome Completed A

Add Contact Method Remove Contact Method
Notes

Entered By: demo Entered On: 2023-05-02 15:50 Subject: Special Note

Enter special note text here

Add Note

5

Figure 59 Genetic Counseling Pop-up Screen

This field displays the name of the logged-in user.

Entered On

This field displays the date and time that the screen was opened.

In Reference

This field defaults to the name of the condition if it is opened from a condition-specific tab. Additional conditions that

the genetic counseling event applies to can be selected. If the screen is opened from the Case History tab, the

condition(s) that the genetic counseling event applies to will need to be selected by the user. The Genetic Counseling

event will be displayed on each condition-specific tab that is selected and on the Case History tab.

Initiator Name
Draft Version 2 2024

In Reference: CAH

TE— |

Initiator Name TSH
Initiator Organization BT
- GALT
Recipient Name
HB
Recipient Organization
CF

Date and Time of Contz
™S

Fod [

Contact Method CPT1A

SMA
Add Contact Method
LSD

Figure 60 "In Reference" Dropdown List
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This free-text field is used to specify the name of the person who performed the genetic counseling. This would normally
be a genetic counselor.

Initiator Organization

This field is used to specify the organization that employs the initiator. This field pulls from the Newborn Contacts
module, so the organization must first be entered as a contact into this module.

Initiator Organization |U|

Recipient Name UNIVERSITY OF
- IOWA HOSPITALS

Recipient Type A General

Date and Time of Contact UIHC PEDS

GENETICS,
Gontact Method Medical Genetics
I

Figure 61 Initiator Organization Autocomplete Dropdown Field

Recipient Name

This free-text field is used to specify the name(s) of the person(s) who received the genetic counseling.

Recipient Type

The type of recipient of the genetic counseling can be selected from a dropdown list.

Recipient Type | - |
Date and Time of Contact Y4
TR Vo
Contact Method Father

ed Guardian
Time Counsele

DHS

Genetic Cnslg Outcome | Other

Figure 62 Recipient Type Dropdown Field
Date and Time of Contact
This field can be used to store the date and time that the genetic counseling session started.

Contact Method

This row can be used to capture the various methods that were used for the genetic counseling session. The contact
method is selected from the Value dropdown list.

Entered By: user, den  _p ~
Entered On: 2023-04- Certified Mail
In Reference: HB | Email
T

In Person
Initiator Name Medical Recor
Initiator Organization No Answer
Recipient Name No Contact
Recipient Type Not Applicabl
Date and Time of Contact Other
Contact Method

Figure 63 Contact Method Dropdown List
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The Contact Information field can be used to capture the specific contact information, such as the phone or fax number,
or the mailing or email address of the recipient of the genetic counseling.

Contact Method In Person

Contact Method Certified Mail 768 23rd St, Anytown, |A 59999

Figure 64 Multiple Contact Methods with Contact Information

Click the Add Contact Method ytton to add an additional contact method row and the Femove Contact Method
button to delete a row.

Number of People Involved

The number of people involved in the genetic counseling session can be captured in this dropdown field.
Interpreter Used?

Whether an interpreter was used in the genetic counseling session can be captured in this dropdown field.
Language

The language that was interpreted in the genetic counseling session (if applicable) can be captured in this dropdown
field.

Time Counseled

The length of the genetic counseling session can be captured in this dropdown field.
Genetic Cnslg Outcome

The outcome of genetic counseling can be captured in this dropdown field.

Notes

Click the Add Note pytton to add an explanatory note to this screen, if necessary. The Note Editor screen will pop up. A
predefined note can be selected from the Standard Comment Library. Click on the ® symbol in front of the name of a
category to view the names and descriptions of the standard notes present in that category. Click on a note to view its
text in the right pane.

STANDARD COMMENT LIBRARY In this sample, all carnitine fractions were elevated with a
normal AC/FC ratio. This profile is indicative of carnitine

B Carnitines supplementation.

|'carnitine elevated : Carnitine fractions elevated with normal AC
carnitine essen nerm : Carnitine profile was essentially normal

carnitine nermal : Carnitine profile was normal

— T T

carnitine reduced : Carnitine fractions reduced with high AC/FC
# Acylcarnitines

[H Acylglycines

[ Amino Acids

[# Organic Acids

# Homocysteines

Flow Cytometry

Contact Summary

< >
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Figure 65 Viewing the text of a Standard Comment

Alternatively, search for standard notes by entering a string of characters in the box in the middle of the screen and

clicking the button. Standard notes that have that character string in their name or description will be
displayed.

lab

STANDARD COMMENT LIBRARY

= Contact Summary

Llabs and results : Labs obtained and results received

< >

Figure 66 Searching for Standard Comments by a character string

Click the button to copy and paste the text and subject of the standard note to the Note Editor (top pane of
the screen).

Note Editor

Subject: Camnitines

Text: In this sample, all carnitine fractions were elevated with a normal AC/EC ratio. This profile is
indicative of camitine supplementation|

Figure 67 Subject and Text of a note in the Note Editor

The subject and text of the note can be edited in these fields. If an appropriate standard note is not present, the subject
and text of the note can be written here.

OK
Click - to add the note to the Genetic Counseling screen. Additional notes can be added to the screen at any time
by clicking the Add Note pytton.

Next, click to add the Genetic Counseling event to the case.

Click on Update jn the upper right corner of an event to update its information at any time.
Exception: Notes that have “Entered By”, “Entered On” and “Subject” information cannot be edited at a later time.
However, a new note can be added to further explain or clarify a previous note.

Condition Short-Term Outcome

This event is added to document any time that a short-term outcome is assigned to a condition. Prerequisites include:
the case is open and there isn’t already a short-term outcome added for the condition. The fields on this pop-up screen
are described below.
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Condition Short-Term Outcome

Entered By: user, demo

Entered On: 2023-07-26 14:20

In Reference: LSD
m_m_
Question Did the condition flag abnormal on the NBS? 1

Question Baby? Yes 2

Question Baby diagnosed with RUSP condition? Yes 3

Question Core? 4
T N
Outcome Mucopolysaccharidosis Type 1

Adjusted Outcome  Lost to Follow Up

Date and Time 2023-07-26 13:35

Update Outcome

Notes

Add Note

5 o

Figure 68 Condition Short-Term Outcome Pop-up Screen
Entered By
This field displays the name of the logged-in user.
Entered On
This field displays the date and time that the screen was opened.

In Reference

This field defaults to the name of the condition if it is opened from a condition-specific tab. Additional conditions that
the short-term outcome applies to can be selected. If the screen is opened from the Case History tab, the condition(s)
that the short-term outcome applies to will need to be selected by the user. The short-term outcome will be displayed
on each condition-specific tab that is selected and on the Case History tab.

Questions and Answers Table

The “Questions and Answers” table is populated by the user’s answers to predefined questions that are part of a
newborn screening outcomes decision tree. The order of the questions that were asked is shown in the Id column. Click

on the Update Outcome button to complete or update this table. The Condition Outcome Selection screen will pop up.

Select the answer to each question. The next question will then be displayed based on the answer to the previous
question. The series of questions and answers will narrow down the choices of possible outcomes. The user will select
the short-term outcome for the condition with the last question.
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Condition Outcome Selection

'~ PLEASE ANSWER THE QUESTIONS AND SELECT AN OUTCOME |

Did the condition flag abnormal on the NBS?:yas -
Baby?: Yes v
Baby diagnosed with RUSP condition?: Select a responses

8 o

Figure 69 Condition Outcome Selection Pop-up Screen

Outcome
The condition short-term outcome that was selected is displayed in this field.
Adjusted Outcome

This optional field is used to specify the adjusted short-term outcome for the condition based upon additional case
information that is available at that time.

Date and Time
This field can be used to store the date and time that the condition short-term outcome was actually assigned.

Notes

Click the Add Note pytton to add an explanatory note to this screen, if necessary. A note is entered using the Note
Editor screen as with any other note.

OK
Click - to add the note to the Condition Short-Term Outcome screen. Additional notes can be added to the
screen at any time by clicking the Add Note pytton.

. oK .
Next, click - to add the short-term outcome to the condition.

Click on UPdate jnthe upper right corner of an event to update its information at any time before a case is closed.
Exception: Notes that have “Entered By”, “Entered On” and “Subject” information cannot be edited at a later time.
However, a new note can be added to further explain or clarify a previous note.

Condition Long-Term Outcome
This event is currently disabled.

This event is added to document the long-term outcome for a condition. The fields on this pop-up screen are described
below.
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Condition Long-Term Outcome

Entered By: user, demo

Entered On: 2023-05-01 16:54

In Reference: GALT v
Outcome True positive

Dateand Time  2023-05-01 00:00

Update Outcome

Add Note
o

Figure 70 Condition Long-Term Outcome Pop-up Screen
Entered By
This field displays the name of the logged-in user.
Entered On
This field displays the date and time that the screen was opened.

In Reference

This field defaults to the name of the condition if it is opened from a condition-specific tab. If the screen is opened from
the Case History tab, the condition that the long-term outcome applies to will need to be selected by the user. The long-
term outcome will be displayed on both the condition-specific tab that is selected and on the Case History tab.

Outcome

This dropdown field is used to capture the long-term outcome of the condition.

Date and Time

This field can be used to store the date and time that the condition long-term outcome was actually assigned.

Notes

Click the Add Note pytton to add an explanatory note to this screen, if necessary. A note is entered using the Note
Editor screen as with any other note.

OK
Click - to add the note to the Condition Long-Term Outcome screen. Additional notes can be added to the screen
at any time by clicking the Add Note pytton.

Next, click to add the long-term outcome to the condition.

Click on Update jn the upper right corner of a Condition Long-Term Outcome event to update its information at any
time. Exception: Notes that have “Entered By”, “Entered On” and “Subject” information cannot be edited at a later time.
However, a new note can be added to further explain or clarify a previous note.

Case Outcome

This event is added to document the outcome on the entire case. Prerequisites include: the case is open and there isn’t
already a case outcome added for the case. The fields on this pop-up screen are described below.
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Case Outcome X

Entered By: user, demo
Entered On: 2023-05-0111:54
Outcome Completed

Add Note

Figure 71 Case Outcome Pop-up Screen

Entered By

This field displays the name of the logged-in user.

Entered On

This field displays the date and time that the screen was opened.
Outcome

This dropdown field is used to capture the outcome of the entire case.
Notes

Click the Add Note pytton to add an explanatory note to this screen, if necessary. A note is entered using the Note
Editor screen as with any other note.

OK
Click - to add the note to the Case Outcome screen. Additional notes can be added to the screen at any time by
clicking the Add Note pytton.

.
Next, click to add the case outcome to the case.

Click on UPdate jn the upper right corner of an event to update its information at any time before a case is closed.
Exception: Notes that have “Entered By”, “Entered On” and “Subject” information cannot be edited at a later time.
However, a new note can be added to further explain or clarify a previous note.

Ready To Close Cases

When the casework is finished, the case will be displayed in a table on the Ready to Close Cases tab of the Newborn
Follow-Up module. Prerequisites include:

The case is open.

All conditions with an abnormal result have a condition short-term outcome assigned.
All tags are closed.

A case outcome has been added.

PwnNe
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Newborn Follow-Up X

All Active Cases BB My Active Cases [l CCUVRDTeCY ot @ Closed Cases @ Patient Lookup

Sort By:| Created, Descending v Filter By:| AK, 1A, ND, SD ¥ |[Search for... D Reset
Patient Birth Organization Owner Created ¥
MBSTEST, BABYBOYS 2019-01-04  MERCY MEDICAL CENTER (113) akampoow  2019-03-06

[TMs | [TRAN ] [BT /] [EC X]
NBSTEST, BABYX 20190226 Ul FAMILY CARE CENTER NORTH LIBERTY (71) akampoow  2019-02-18
[TRAN S /| [TMS & /| [CAH# /|

@ 1-20f2 = Refresh Cases

®

Figure 72 Ready To Close Cases Tab

These cases can be sorted, filtered, and searched using the same tools that are present on the All Active Cases and My
Active Cases tabs.

The @ @ buttons are used to page through the cases. The cases that are displayed can be updated in real time by

I = Refresh Cases
clicking the = button.

The case table fields were described previously. Click on a patient row to view the case details.

Go to the Case History tab and review the entire case. Click the button to the right of the Case Event
Dropdown Menu to close the case. Click “OK” on the confirmation message.

Close Case

Are you sure you want to close this case?

Figure 73 Close Case Confirmation Question

Closed Cases

Closed cases can be queried and displayed through the Closed Cases tab of the Newborn Follow-Up module. Certain
event types can be added to a closed case. A case can also be reopened if needed.

Query Fields
The query fields of this tab are described below.
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Newborn Follow-Up X

Al Active Cases BB My Active Cases ol Ready To Close Cases [ *[HGESEIECECI & Patient Lookup

Patient's Last Name RAMIREZ Patient's First Name: MIGUEL

Patient’s Date of Birth: 2023-02-07 B | End State: Nothing selected v
Report To: QOwner:

Created Date: Start R |End Closed Date: Start 8 ||End iz
PATIENT INFORMATION

@ @ 2 Refresh Cases

]

Figure 74 Closed Cases Tab - Searching by Patient's Last Name, First Name, and Date of Birth
Patient’s Last Name, Patient’s First Name

Cases can be searched by the last name and/or first name of the patient. The system supports wild card searches in the
Patient's Last Name and Patient's First Name fields. To use this search method, add an * at the beginning and/or end of
the search term.

For example, to see a list of cases for a patient whose last name starts with the letters “SCHM”, enter SCHM* in the
Patient's Last Name field. Matches would include SCHMIDT, SCHMITT, SCHMITZ, etc.

To see a list of samples for a patient whose first name ends with the letters “JO”, enter *JO in the Patient's First Name
field. Matches would include BETTY JO, BOBBY JO, BETTYJO, JO, etc.

Patient’s Date of Birth

Cases can be searched by entering the patient’s date of birth in the “Start” field. To search by a range of dates enter a
Start date and an End date.

It is recommended to click in a date field and use the calendar when entering a date to eliminate any formatting errors.
Click on the word “TODAY” at the bottom of the calendar to insert the current date. Dates can also be typed. All dates
have the format of YYYY-MM-DD.

State

Cases can be restricted to one or more states through this dropdown field. It can be used to limit the cases to a specific
state for users who have permissions to multiple states.

Report To

Cases can be searched by the name of the “Report To” organization that was linked to the initial newborn screening
sample for the patient. Results are reported to the “Report To” organization through mail, the OpenELIS Web Portal,
and/or an electronic results interface. The system supports wild card searches in this field.

Owner
Cases can be searched by the username of the case owner. The system supports wild card searches in this field.
Created Date

Cases can be queried by the date that the case was created in the “Start” field. To search by a range of dates enter a
Start date and an End date. All dates have the format of YYYY-MM-DD.
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Closed Date

Cases can be queried by the date that the case was closed in the “Start” field. To search by a range of dates enter a Start
date and an End date. All dates have the format of YYYY-MM-DD.

. Search S
Click the button to query for samples that meet the search criteria.

Patient Information Table

The cases that meet the search criteria will be displayed at the bottom of the screen in a table. The o o buttons are

¥ Refresh Cases

used to page through these cases. The button is used to refresh the list of cases in real time. The table

columns are described below.

Newborn Follow-Up X

All Active Cases S My Active Cases  off Ready To Close Cases [ [elCieIe - & Patient Lookup

Patient's Last Name: * Patient's First Name:
Patient's Date of Birth: Start 82 ||End 3 | state: Nothing selected v
Report To: Owner:
Created Date Start B |end B2 | Closed Date: Start B (|end i:::)
PATIENT INFORMATION
Patient Birth Organization Tag Owner Created Closed Events
= . ARCVAR, AKBABY 2018-10-08  UI FAMILY CARE CENTER (13)  TSH Result 2018-05-07  2023-02-01
Transfused
Transfused
Premature Birth
@ 0-00f0 ' Refresh Cases

]

Figure 75 Closed Cases Tab — Patient Information Table
Patient
The last name, first name of the newborn is displayed in this column.
Birth
The birth date of the newborn is displayed here.
Organization

The name and OpenELIS id of the “Report To” organization that is linked to the initial newborn screening sample is
displayed here. Results are reported to the “Report To” organization through mail, the OpenELIS Web Portal, and/or an
electronic results interface.

Tag

Any tags that are present on a case are displayed in this column. Tags are used to remind the user as to when a specific
action needs to be undertaken.

Owner
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The username of the owner of the case is displayed here.
Created

The date that the case was created is displayed in this column.
Closed

The date that the case was closed is displayed in this column.
Events

The types of events that were added to the case are displayed here.

Select “View case” on the E' dropdown button to view the Case Details screen. The date that the case was closed is
displayed along with its creation date in the screen header.

Case Details - TEST, BABY - Created (2018-05-07), Closed (2023-02-01)

Figure 76 Date Case Closed Displayed on Case Details Screen

Select “Add case event” on the El dropdown button to go to the Case History tab of the Case Details screen. Only
certain event types can be added to a closed case: Family Contact Call, Genetic Counseling, and Condition Long-Term
Outcome.

Reopen a Case

Occasionally, a case needs to be reopened to add or correct information or an event. The only prerequisite is that the
case is currently closed. A case does not need to and should not be reopened to add a Family Contact Call, Genetic
Counseling, or Condition Long-Term Outcome event.

Select “Open Case” on the El dropdown button to reopen a case. The system will ask the user to confirm that the
case should be opened. Click “OK”.

Open Case

Are you sure you want to open this case?

Figure 77 Open Case Confirmation Question

The system will confirm that the case was opened. Click “OK”.

Information!

The case is now open

Figure 78 Open Case Confirmation

Draft Version 2 2024 Michael B. Hayek 46



Patient Lookup

The Patient Lookup tab of the Newborn Follow-Up module can be used to search for any newborn screening patients
that were tested by the laboratory regardless of whether a case was initiated on that patient. A final report can be
generated for each of a patient’s newborn screening samples and a sentinel event can be created on a patient, if
necessary.

Query Fields
The query fields of this tab are described below.

Newborn Follow-Up X

All Active Cases B My Active Cases i Ready To Close Cases @ Closed Cases [l YatiG:nia e i)

Patient's Last Name: SMITH Patient's First Name: BABYBOY
Patient's Date of Birth 2023-05-01 8 ||end &

Patient Gender: Mothing selected v

Accession # Container Reference:

Report To:

Guardian's Last Name: Guardian's First Name:

Ordering Provider's Last Name: Ordering Provider's First Mame:

Primary Provider's Last Name: Primary Provider's First Name:

State: Nothing selected v

PATIENT INFORMATION

Patient Birth Organization Gender Accession # Collected Tag

Figure 79 Patient Lookup Tab - Searching by Patient's Last Name, First Name, and Date of Birth
Patient’s Last Name, Patient’s First Name

Patients can be searched by the last name and/or first name of the patient. The system supports wild card searches in
these fields. To use this search method, add an * at the beginning and/or end of the search term.

For example, to see a list of patients whose last name starts with the letters “SCHM”, enter SCHM* in the Patient's Last
Name field. Matches would include SCHMIDT, SCHMITT, SCHMITZ, etc.

To see a list of patients whose first name ends with the letters “JO”, enter *JO in the Patient’s First Name field. Matches
would include BETTY JO, BOBBY JO, BETTYJO, JO, etc.

Patient’s Date of Birth

Patients can be searched by entering the patient’s date of birth in the “Start” field. To search by a range of dates enter a
Start date and an End date.

It is recommended to click in a date field and use the calendar when entering a date to eliminate any formatting errors.
Click on the word “TODAY” at the bottom of the calendar to insert the current date. Dates can also be typed. All dates
have the format of YYYY-MM-DD.

Patient Gender
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Patients can be searched by their assigned sex at birth as provided to the laboratory. Options are Female, Male, and
Unknown.

Accession #

Patients can be searched by the number (id) assigned to any of their newborn screening samples by the performing
laboratory. The system supports wild card searches in this field.

Container Reference

Patients can be searched by the container reference of any of their newborn screening samples. The container reference
can be used to store the serial number of a newborn screening dried blood spot collection card. The system supports
wild card searches in this field.

Report To

Patients can be searched by the name of the “Report To” organization of any of their newborn screening samples.
Results are reported to the “Report To” organization through mail, the OpenELIS Web Portal, and/or an electronic
results interface. The system supports wild card searches in this field.

Guardian’s Last Name, Guardian’s First Name

Patients can be searched by the last name and/or first name of their guardian. The system supports wild card searches in
these fields.

Ordering Provider’s Last Name, Ordering Provider’s First Name

Patients can be searched by the last name and/or first name of the ordering provider of any of their newborn screening
samples. The system supports wild card searches in these fields.

Primary Provider’s Last Name, Primary Provider’s First Name

Patients can be searched by the last name and/or first name of the primary care provider listed on any of their newborn
screening samples. The system supports wild card searches in these fields.

State

Patients can be restricted to one or more states through this dropdown field. It can be used to limit the patients to a
specific state for users who have permissions to multiple states.

Click the button to query for patients that meet the search criteria. Click the button to clear

the search fields.

Patient Information Table
The patients that meet the search criteria will be displayed at the bottom of the tab in a table. The table columns are
described below.

Draft Version 2 2024 Michael B. Hayek 48



PATIENT INFORMATION
Patient Birth Organization Gender Accession # Collected Tag
= .| NBSTEST BABYBOY6 (250) 2019-04-24 UIHC (1328) 426191 2019-04-26 Sentinel
= .| NBSTESTBABYX(201) 2019-02-26 UI FAMILY CARE CENTER NORTH Female 2018-08-28 Transfused
= 828181
LIBERTY (71) 2019-02-26 TMS Result
Ul FAMILY CARE CENTER NORTH 226191 CAH Result
LIBERTY (71)
= .| NBSTEST BABYBOYS (247) 2019-01-04 MERCY MEDICAL CENTER (113) Male 308191 2019-01-06 TMS Result
MERCY MEDICAL CENTER (113) 2019-01-04 Transfused
304191 Early Collection
BT Result
= .| NBSTEST, BABYZ(210) 2018-10-21 PAGE COUNTY PUBLIC HEALTH (554) 102219 2018-10-23
PAGE COUNTY PUBLIC HEALTH (554) 2018-10-23
102218

Figure 80 Patient Lookup Tab - Patient Information Table
Patient
The patient’s last name, first name, and unique OpenELIS id is displayed in this column.
Birth
The birth date of the newborn is displayed here.
Organization

The name(s) and OpenELIS id(s) of the “Report To” organization(s) of the newborn screening sample(s) are displayed
here. Results are reported to the “Report To” organization through mail, the OpenELIS Web Portal, and/or an electronic
results interface.

Gender

The assigned sex at birth of the patient as provided to the laboratory is displayed in this column. Options are Female,
Male, and Unknown.

Accession #

The numbers (ids) of any newborn screening samples for the patient are displayed here as a blue link. Click on the link to
pop up a PDF of the final report for that sample.

Collected

The date(s) that the patient’s newborn screening sample(s) were collected are displayed in the format of YYYY-MM-DD.
Tag

Any tags that are present on a case are displayed in this column. Tags are used to remind the user as to when a specific

action needs to be undertaken.

Select “View case” on the El dropdown button to view the Case Details screen. The date that the case was created
is displayed in the screen header along with its closed date, if applicable.

Select “Add case event” on the E dropdown button to go to the Case History tab of the Case Details screen. Add an
event to the case by selecting it from the case event dropdown menu. Only certain event types can be added to a closed
case: Family Contact Call, Genetic Counseling, and Condition Long-Term Outcome.
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Select “Create Sentinel Event” on the E' dropdown button to initiate a case on a patient by adding a case event.
The system will ask the user to confirm the creation of a sentinel event on the patient. Click “OK”.

Create Sentinel Event

Are you sure you want to create a sentinel event?

8 o

Figure 81 Sentinel Event Creation Confirmation Question

The system will confirm that a sentinel event was created for the patient. Click “OK”.

Information!

The sentinel event was created:

Figure 82 Sentinel Event Creation Confirmation

A “Sentinel” tag will then be displayed in the Tag column of that patient.

Newborn Contacts Module

The Newborn Contacts module is used to add the names and contact information of both individuals and organizations
to the Newborn Follow-Up module. Existing contacts can also be queried from this module. Click on the Newborn
Contacts button or the link in the Follow-Up menu to open this module.

Querying for Existing Contacts
Information only needs to be entered into one field to conduct a search for contacts. Querying by multiple fields will

further narrow the search. The query fields are described below.

Click on the Tool Tip ? tothe right of each field to view information about the use and format of that field.

Newborn Contacts X
Last Name/Organization: DOE B First Name: JANE ?
Middle Mame: B Title: ?
NPI: = Active: v | ?
Roles: v | ?
Last Name/Organization First Name Middle Name Title NPI Active Roles
Q, Find Contacts | <4+ Add Contact () Newborn Follow-Up m

Figure 83 Newborn Contacts Module - Querying by a Person's Last Name and First Name

Last Name/Organization, First Name, Middle Name

Individuals can be searched by the last name, first name, and/or middle name of the person. Organizations can be
searched by the Last Name/Organization field. The system supports wild card searches in these fields. To use this search
method, add an * at the beginning and/or end of the search term.

For example, to see a list of contacts whose last name/organization name starts with the letters “SCHM”, enter SCHM*
in the Last Name/Organization field. Matches would include SCHMIDT, SCHMITT, SCHMITZ, SCHMIDT MEDICAL CENTER,
etc.
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To see a list of contacts for individuals whose first name ends with the letters “JO”, enter *JO in the First Name field.
Matches would include BETTY JO, BOBBY JO, BETTYJO, JO, etc.

Title

Individuals can be searched by their job title. The system supports wild card searches in this field.
NPI

Individuals can be searched by their National Provider Identifier (NPI). The NPI is a unique identification number for
covered health care providers. Covered health care providers and all health plans and health care clearinghouses must
use the NPIs in the administrative and financial transactions adopted under HIPAA. The NPl is a 10-position, intelligence-
free numeric identifier (10-digit number). The system supports wild card searches in this field.

Active

A search can be restricted to active or inactive contacts by selecting “YES” or “NO” from this dropdown field. If this field
is left empty, both active and inactive contacts will be displayed.

Roles

A contact search can be restricted to one or more roles by selecting them from this dropdown field. If this field is left
empty, contacts assigned any role will be displayed. A contact can be assigned multiple roles, if necessary.

Laboratory, Facility r
| # Laboratory
County Health Department
DHS
1 Department of Heath
State Newborn Screening Program
+  Facility
Follow up
Genetics Counselor
Lab Staff
Parent/Legal Guardian
Local Police Department
Medical Consultant
Medical Records

Other

v

Figure 84 Newborn Contacts Roles Dropdown List

After entering the search parameters, click the button to query. Click the button to clear

the search fields.

The contacts that meet the search criteria will be displayed at the bottom of the screen in a table. The columns of the
table are the same as the query fields that are described above.
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Newborn Contacts X

Last Name/Organization: * = First Name: ?

Middle Name: = Title: ?

NPI: = Active v | ?

Roles: Provider v ?

Last Name/Organization First Name Middle Name Title NPI Active Roles

NATEST TEST TESTY MD 8888888888 Provider, Medical Consultant
WELBY MARCUS JAMES MD mnnm Provider

Q, Find Contacts | = Add Contact il Newborn Follow-Up m

Figure 85 Newborn Contacts Query Results
Adding or Updating a Contact

#+ Add Contact
Click the button to add a new contact. The Newborn Contact screen will pop up.

The fields on the Newborn Contact pop-up screen are the same as the query fields that are described above with the
addition of the contact’s location information, if present. Click the Add Location button to add a location row. Click the
Remove button to remove a location row. The number of roles that have been selected for the contact is displayed in

parentheses after the word “ROLES”. Click to save a new contact.

Newborn Contact

Last Name/Organization: WELBY Roles (1)
First Name: MARCUS O Medical Records -
Middle Name: JAMES O other
Title: MD Provider
NPI: 1111111111 O Public Health Nurse
Active: O Relation v
o — s Homas oot s el psutes |pdier iy e Lipoode oy
ANYTOWN HOSBITME55-1212 319/555-1313 mwelby@anytownhospital.org 1000 MEDICAL SINYTOWN 14 52999
ANYTOWN CLINBD9/555-1414 319/768-6789 319/555-1515 5617 River RO ANYTOWN 14 52999

Add Location | | Remove

Notes

Anytown Clinic
By Michael Hayek On 2024-07-05 At 12:26

Maria Martinez - Clinic Manager

Anytown Hospital
By Michael Hayek On 2024-07-05 At 12:25

After hours call main number and ask to page provider on call.

8 o

Add Note

Figure 86 Newborn Contact Pop-up Screen
Select a contact row in the bottom table of the Newborn Contacts screen to view its location information or update any

. . ® Update Contact . . . .
of its information. The button will become unhidden. Click this button. The Newborn Contact screen

will pop up. Update the contact’s information, if necessary, and click to save the changes.
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Notes
Click the Add Note pytton to add an explanatory note to the Newborn Contact pop-up screen, if necessary. A note is

entered using the Note Editor screen as with any other note.

. OK -

Click - to add the note to the Newborn Contact pop-up screen. Additional notes can be added to the screen at
any time by clicking the Add Note pytton. Notes that have “Entered By”, “Entered On” and “Subject” information
cannot be edited at a later time. However, a new note can be added to further explain or clarify a previous note.

. il Newbom Follow-U .
Click the button to navigate to the Newborn Follow-Up module.

Monitor Patients

The Monitor Patients screen is used by dieticians to monitor the results of periodic testing for Phenylketonuria (PKU)
and Maple Syrup Urine Disease (MSUD) among children and young adults. Click on the Monitor Patients button (or
select it from the Other menu).

Information only needs to be entered into one field to conduct a search for monitoring samples. Example fields include
Analysis Released Date, Patient's Last Name, or Patient’s First Name. Querying by multiple fields will further narrow
the search. The query fields are described below.

Monitor Patients X

Patient's First Name:

Patient's Last Name:

Analysis Released Date:| 2023-04-25 00:00 &2 ||2023-05-02 00:00 7
State: | Mothing selected v | ?
Patient Collected Released Test Value Note
o o < Refresh Patients
? Help

Figure 87 Monitor Patients Screen — Querying by an Analysis Released Date and Time Range
Patient’s Last Name, Patient’s First Name

Samples can be searched by the last name and/or first name of the patient. The system supports wild card searches in
the Patient's Last Name and Patient's First Name fields. To use this search method, add an * at the beginning and/or end
of the search term.

For example, to see a list of samples for a patient whose last name starts with the letters “SCHM”, enter SCHM* in the
Patient's Last Name field. Matches would include SCHMIDT, SCHMITT, SCHMITZ, etc.

To see a list of samples for a patient whose first name ends with the letters “JO”, enter *JO in the Patient's First Name
field. Matches would include BETTY JO, BOBBY JO, BETTYJO, JO, etc.

Analysis Released Date
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Samples can be searched by a date and time range of when their test results were released. To search by a range of
dates enter a Start date and an End date.

It is recommended to click in a date field and use the calendar when entering a date to eliminate any formatting errors.
Click on the word “TODAY” at the bottom of the calendar to insert the current date and time. Dates and times can also
be typed. Analysis Released Date has the format of YYYY-MM-DD HH:MM.

State
Samples can be restricted to one or more states through this dropdown field. It can be used to limit the samples to a
specific state for users who have permissions to multiple states.

. Search o
Click the button to query for samples that meet the search criteria.

The samples that meet the search criteria will be displayed at the bottom of the screen in a table. The o o buttons

~ -
are used to page through these samples. The button is used to refresh the list of samples in real time.
The table columns are described below.

Monitor Patients 4
Patient's First Name: * ?
Patient's Last Name: ?
Analysis Released Date: Start A ||E B 7
State: | Mothing selected v |2
Patient Collected Released Test Value Note
E PKUTEST1, PAT1 2022-06-20 32%%0&23 PKU PHE 3.4 Sample Note
PHE/TYR 11.0
TYR 0.5 Analysis Note
MSUDTEST1, 2022-0623 20220623 MSUD N
PAT2 1626 Sample QA Event: nbs gquant not suffic
MSUDTESTZ, 2022-0623 20220623 MSUD  LEU+ILE 1.4
PATS 16:26 LEUHLE/ALA 346
LEUILE/PHE 191
VAL 772
E MSUDTESTZ, 2022-0627 2022-0627 PKU PHE 123
PAT3 1313 PHE/TYR 195
TYR 45.8

0o

Figure 88 Monitor Patients Screen — Sample Table
Patient
The Patient’s Last Name, Patient’s First Name is displayed in this column.
Collected
The date that the sample was collected is displayed in the format of YYYY-MM-DD.
Released

The date and time that the results of the analysis (test) were released is displayed in the format of YYYY-MM-DD
HH:MM.

Test
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The name of the test that was performed is displayed here, either PKU or MSUD.

Value

The analyte names and their values are displayed in this column. Values are either in mg/dL or a ratio.
Note

This column notifies the user if any sample-level and analysis-level external notes and quality assurance (QA) events are
present. Click on a black rectangle to pop up the text of the note or QA event.

Sample Note X

Text: sample: Standard Note 2 text

% Close

Figure 89 Sample Note Pop-up Screen

Click on the \i‘ dropdown button before a patient name and select “View patient record” to view all of the test
results and sample data for that patient. The Monitor History screen will pop up. The columns on this screen are
described below.

Monitor History - PKUTEST1,PAT1 b 4
Patient Guardian
Id. 328 Gender. Last |prUTEST1
Last  puTESTT |BIMNT 2022-06-18 First: \pamal
First: |paT1 Gest 40 Birth: 1979.08-13
Age:
# coll d Received Rel d Test Value Note
620221 20220620 2022-06-2010:08  2022-06231537 PKU  PHE 34 Sample Note
PHE/TYR 110
TYR 05 Analysis Note

Figure 90 Monitor History Pop-up Screen
Patient Id
The unique id of the patient as automatically assigned by OpenELIS.
Patient Last
The last name of the patient as provided to the laboratory.
Patient First
The first name of the patient as provided to the laboratory.
Patient Gender
The assigned sex at birth of the patient as provided to the laboratory. Options are Female, Male, and Unknown.

Patient Birth
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The birth date of the patient as provided to the laboratory.
Patient Gest(ational) Age

This is the common term used during pregnancy to describe how far along the pregnancy was at birth. It is measured in
weeks, from the first day of the woman's last menstrual cycle to the newborn’s birth date. The value of the gestational
age of the patient will only be provided if the newborn screen of the patient was performed by the laboratory in
OpentELIS.

Guardian Last

The last name of the patient’s guardian is displayed in this field, if provided. The value of the guardian’s last name, first
name, and birth date will only be provided if the newborn screen of the patient was performed by the laboratory in
OpentELIS.

Guardian First

The first name of the patient’s guardian is shown here, if provided.

Guardian Birth

The birth date of the patient’s guardian is shown here, if provided.

Accession #

The number (id) assigned to the sample by the performing laboratory.

Collected

The date that the sample was collected is displayed in the format of YYYY-MM-DD.
Received

The date and time that the sample was received at the performing laboratory is displayed in the format of YYYY-MM-DD
HH:MM.

Released

The date and time that the results of the analysis (test) were released is displayed in the format of YYYY-MM-DD
HH:MM.

Test

The name of the test that was performed is displayed here, either PKU or MSUD.

Value

The analyte names and their values are displayed in this column. Values are either in mg/dL or a ratio.
Note

This column notifies the user if any sample-level and analysis-level external notes and quality assurance (QA) events are
present. Click on a black rectangle to pop up the text of the note or QA event.
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General Reports

Final Report Statewide Screen

The Final Report Statewide screen allows the user to search for and download the final reports for a particular sample
domain(s) for samples that were submitted by organizations anywhere in a state or for patients that reside in a specified
state. For instance, the user may have permissions to search for and download the final reports for any newborn
screening samples submitted to the laboratory for patients that reside in a specified state.

Click on the Final Report Statewide button (or select it from the General Reports menu).

Query Fields
Information only needs to be entered in one field to conduct a search for samples. Example fields include Collected
Date, Released Date, Accession Number, Client Reference, or Patient's Last Name.

It is recommended to click in a date field and use the calendar when entering a date to eliminate any formatting errors.
Clicking on the word “TODAY” at the bottom of the calendar will insert the current date (or date and time). Dates can
also be typed, if preferred. All dates have the format of YYYY-MM-DD. Released Date also includes the time in the
format of YYYY-MM-DD HH:MM.

Final Report Statewide Search b ¢

ANY SAMPLES
Collected Date 2021-01-15

Released Date: Start

2021-01-16
End

i 4

| BB

Accession Number: Start End
Client Reference:
Project: Nothing selected

Lab Section:

W e

Sample Domain: L 4

ENVIRONMENTAL / SAFE DRINKING WATER SAMPLES ONLY

Collector: &

ENVIRONMENTAL / SAFE DRINKING WATER / ANIMAL SAMPLES ONLY

Location: 2

PATIENT SAMPLES ONLY
Patient's Last Name: 2

Patient's First Name: &

i3
m
i
)

Patient's Date of Birth- Start

Figure 91 Searching by a Collected Date Range
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Final Report Statewide Search >4

ANY SAMPLES
End
2021-01-16 00-00

Collected Date Start
Released Date: 2021-01-15 00-00

i 3

|

Accession Number: Start End
Client Reference:
Project: Nothing selected v

Lab Section: -

W Y

Sample Domain: -

ENVIRONMENTAL / SAFE DRINKING WATER SAMPLES ONLY

Collector: =

ENVIRONMENTAL / SAFE DRINKING WATER / ANIMAL SAMPLES ONLY

Location: =

PATIENT SAMPLES ONLY
Patient's Last Name: &
Patient's First Name: &

Patient’s Date of Birth: Start B ||End B 2

Figure 92 Searching by a Released Date Range

A search can be narrowed by entering information in multiple fields. For example, to find all of the samples for patient
Jane Doe who was born on March 11, 2024, enter DOE in the Patient’s Last Name field, JANE in the Patient’s First Name
field, and 2024-03-11 in the Patient’s Date of Birth Start field. To search by a range of dates enter a Start date and an
End date.

A search may also be limited to one or more projects, performing lab sections, or a sample domain. If these fields are
left empty, all samples to which you are authorized will be displayed regardless of their performing lab section, sample
domain, or whether they have an assigned project.

Final Report Statewide Search X
ANY SAMPLES
Collected Date: Start End =]
Released Date Start End =)
Accession Number: Start End ?
Client Reference: ?
Project: &
Lab Section: v |2
Sample Domain: v | ?
ENVIRONMENTAL / SAFE DRINKING WATER SAMPLES ONLY
Collector: =
ENVIRONMENTAL / SAFE DRINKING WATER / ANIMAL SAMPLES ONLY
Location: =
PATIENT SAMPLES ONLY
Patient’s Last Name: DOE 2
Patient’s First Name: JANE ?
Patient’s Date of Birth: 2024-03-11 B ||End |2

Q, Find samples ? Help

Figure 93 Searching by a Patient's Last Name, First Name, and Date of Birth

The system supports wild card searches in the following fields: Client Reference, Patient’s Last Name and Patient’s First
Name. To use this search method, add an * at the beginning and/or end of the search term. Below are two examples:

e To see a list of samples for a patient whose last name starts with the letters “SCHM”, enter SCHM* in the Patient's
Last Name field. Matches would include SCHMIDT, SCHMITT, SCHMITZ, etc.

e To see a list of samples for a patient whose first name ends with the letters “JO”, enter *JO in the Patient's First
Name field. Matches would include BETTY JO, BETTYJO, JO, etc.
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Click on the Tool Tip ? tothe right of each field to view information about the use and format of that field.

Click the Find Samples button to display a list of samples that match the search criteria. The Reset button clears all of
the search fields.

Viewing Final Reports
A list of samples that match the search criteria will be displayed on the next screen.

Final Report Statewide View ) 4
@ selectall | O unselectal | % RunReport m
Accession Collected Date Reference Information Additional Information Status Project Lab Section Attachments
T7856 2017-08-30 [Newborn] TESTZ NBS JACKSOM, ROBERT v newbarn_screen-ank o
0z:20 [DoB] 2017-08-29, Male METHODIST WEST HOSPITAL %
T7857 2077-09-11 [Newborn]  LNAME, FIRSTNAME JACKSOMN, ROBERT v newborm_screen-ank 9
19:01 [DoB] 2017-09-10, Male UIHC PATHOLOGY %
77858 2017-09-19 [Newborn]  TEST, OEFIRST JACKSOM, ROBERT - newbarn_screen-ank
18:.00 [DoB] 2017-09-18, Male UIHC
77860 2017-09-23 [Newborn]  LTEST, ABNORMAL JACKSOMN, ROBERT v newborm_screen-ank o
19:01 [DoB] 2017-09-22, Male UIHC PATHOLOGY %
F7E61 2017-09-25 [Newborn]  LTEST, BABYT JACKSOM, ROBERT s newbarn_screen-ank
15:00 [DoB] 2017-09-24, Female UIHC PATHOLOGY
F7B63 2017-09-27 [Newborn]  ECTEST, BABYEC JACKSON, ROBERT 7 newborn_screen-ank
15:00 [DoB] 2017-09-27, Female UIHC PATHOLOGY
O 77884 20171012 [Newborn]  TEST, BABYM MERCY MEDICAL CENTER-CHEM SEND 7 newbormn_screen-ank o
06:06 [DoB] 2017-10-11, Male out %
[ 77865 20171017 [Newborn]  TESTT, BABYABNORMAL MERCY MEDICAL CENTER-CHEM SEND 7 newbormn_screen-ank o
06:06 [DoB] 2017-10-16, Male out %
[ 77866 2017-10-24 [Newborn]  TESTT, BABYTRA MERCY MEDICAL CENTER-CHEM SEND 5 newborn_screen-ank o
0806 [DoB] 2017-10-23, Male out %
9 samples have been found.
& selectall | O unselectal | % Run Report m

Figure 94 Final Report Statewide View
To view reports for all of the listed samples, click the Select All button, and then the Run Report button.
To view specific reports, check the boxes in front of their Accession numbers, and then click the Run Report button.
The PDF reports of the selected samples will pop up. Reports may be viewed, saved, or printed.
The following are descriptions of each column on this screen.
Accession: The lab number assigned to the sample by the laboratory.

Collected Date: The date (and time if submitted) that the sample was collected. All dates and times have the format of
YYYY-MM-DD HH:MM.

Reference Information: This information can be helpful in identifying a sample. The newborn's name, date of birth
(DoB), and gender are usually displayed for newborn screening samples.

Additional Information: This information can also be useful in identifying a sample. The ordering health care provider's
name (if submitted) and “Report To” organization are displayed for newborn screening samples.

Status: The sample's status is shown here. "In Progress" G) samples have one or more tests that are not yet complete
and at least one test that is finished. The finished test’s results are currently available on the Final Report. "Completed"

samples have finished testing, and all of their results are available on the Final Report. Exception: Newborn
screening test results will only be displayed through the Final Report Statewide and the Spreadsheet View Statewide
modules after all of the tests on the panel have been completed.
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Project: The name of the project that has been assigned to the sample. A project can be used to group samples with a
similar purpose.

Lab Section: The name(s) of the laboratory section(s) that performed the test(s) on the sample.

Attachments: The number of documents attached to each sample (if any) are shown in this column in a red circle. First,
click on the paper clip icon to display the list of attachments. Next, click on the name of the attachment to display it.
Attachments may include the test request form (begins with the prefix "TRF"), original and subsequent versions of final
reports (begin with the prefix "FinalReport"), copies of email correspondence, send-out lab reports, and laboratory
instrument output.

Attachments X
Accession Humber: 235911
Collected Date: 2017-01-03

TRF-235911-Ch-|pdf 2017-06-01
FinalReport 235911 R 0 2017-08-01

Send-out Lab Report pdf 2017-12-05

Figure 95 Sample Attachment List

Spreadsheet View Statewide Screen

The Spreadsheet View Statewide screen allows the user to search for and download data into a spreadsheet for a
particular sample domain(s) for samples that were submitted by organizations anywhere in a state or for patients that
reside in a specified state. For instance, the user may have permissions to search for and download the reportable data
for any newborn screening samples submitted to the laboratory for patients that reside in a specified state.

Click on the Spreadsheet View Statewide button (or select it from the General Reports menu).

The first step is to search for the data to be displayed in the spreadsheet. The Spreadsheet View Statewide search screen
works the same way as the Final Report Statewide search screen. See Query Fields in the Final Report Statewide Screen
section for suggestions on how to conduct a search.

Use the Open Query button to navigate to a saved query (in XML format) to run, if desired. This feature is useful to
generate a similar spreadsheet on a periodic basis without having to enter the search fields and select the data output
fields.

After entering the search information, click the Continue to Report Fields button. The Reset button clears all of the
search fields.

On the next screen select the fields to be displayed as columns on the spreadsheet. Individual fields can be selected or
all of the fields in a group can be selected by clicking the Select All button.
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Spreadsheet View Statewide Selection X

FIELDS THAT APPLY TO ANY SAMPLE DOMAIN.

Sample Select All Unselect Al Accession# @ Collected Date @ Received Date & Released Date [ Status Project Client Refer
Analysis Select all Unselect Al Test Method Revision Unit Started Date Completed Date Released D:
Organization Select All Unselect All Name Apl/Suite # Address City State Zip Code
< >

FIELDS THAT APPLY TO A SPECIFIC SAMPLE DOMAIN.

Animal Select all unselect All | O Common Name O scientific Name O Provider Last Name (O Provider First Mame O Provider Phone Number
Clinical Select All Unselect All | (J Patient LastMame [ PatientFirst Name (O Patient Middle Name (O Birth Date O Gender
Environmental Select all unselect All | (O Collector O Location O Location City O collectorPhone # (O Sample Description
Newborn Screening Select All Unselect Al Newborn Last Name Newborn First Name Gest Age Weight Clinical Factors
Safe Drinking Water Select All unselectall | OO PWSID O PWS Name O collector O Location O Facllity I
< >
TEST ANALYTE AUXILIARY DATA

Amino acidemias interpretation

Amino Acids and Acylcarnitines

Biotinidase deficiency interpretation
Congenital adrenal hyperplasia interpretation

Congenital hypothyraidism interpretation

Fatty acid oxidation defects interpretation
Galactosemia interpretation

Hemoglobin disorders interpretation

Cystic fibrosis interpretation

MP51 disease interpretation s
™ Select All O Unselect All

Show analytes in single row per analysis?

Figure 96 Selecting Fields to Output to a Spreadsheet for Newborn Screening Samples

This screen also shows all of the test analytes and auxiliary data that match the search criteria. Select at least one Test
Analyte or Auxiliary Data field to run the report. Use the Select All button at the bottom to output all of the available
information in a group.

The Show analytes in single row per analysis? option allows all of the test analyte values and auxiliary data for an
analysis to be displayed as a single row on the spreadsheet.

Click the Run Report button to generate the spreadsheet containing the data that was selected. Spreadsheets can be
viewed, saved, or printed.

Exception: Newborn screening test results will only be displayed through the Final Report Statewide and the
Spreadsheet View Statewide modules after all of the tests on the panel have been completed.

Use the Save Query button to save a query (in XML format) to run again in the future. This feature is useful to generate
a similar spreadsheet on a periodic basis without having to enter the search fields and select the data output fields.
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pi Accession # Collected Date  Received Date  ClientReference Patient Last Name Patient First Name  Weight Analyte VELTS
2 8281 2017-08-1219:14 2017-08-13 21:30 m0132924 BANKSON MADI 3080  Congenital adrenal hyperplasia interpretation Borderline - Resubmit newborn screen sample
3 11581 2022-06-2015:03 2022-06-24 14:00 00000612 STARWARS WICKET "2000 Congenital adrenal hyperplasia interpretation Within Normal Limits
4 11582 2022-07-2609:56 2022-07-27 16:00 00037494 NEWBORN BB {NICUMOM-MOM]'SDDU Congenital adrenal hyperplasia interpretation  Within Normal Limits
5 11585 2022-10-1408:00 2022-11-22 15:00 80020573 TEST G1TIFFANY B175 Congenital adrenal hyperplasia interpretation Poor Quality - Resubmit newborn screen sample
6 11586 2022-10-1403:15 2022-11-22 16:00 50020572 TEST G1TIFFANY 290 Congenital adrenal hyperplasia interpretation Poor Quality - Resubmit newborn screen sample
7 11591 2022-08-23 09:00 2022-03-27 14:45 80020362 TEST B2 PEEKY 2500 Congenital adrenal hyperplasia interpretation Poor Quality - Resubmit newborn screen sample
8 11608 2023-02-1715:33 2023-02-20 16:00 00044091 SHL BB [ONE-MOM) 2722 Congenital adrenal hyperplasia interpretation  Within Normal Limits
9 11609 2023-06-2010:51 2023-06-2108:00 50024464 TEST B1 NBSMOM "3300 Congenital adrenal hyperplasia interpretation Within Normal Limits
10 16700 2022-09-1712:30 2022-09-18 02:00 727888222 LAST727888222 FIRST727388222 "1500 Congenital adrenal hyperplasia interpretation Borderline - Resubmit newborn screen sample
11 16702 2023-02-2510:00 2023-02-26 11:45 71789000002 LAST71789000002 FIRST71789000002 1450 Congenital adrenal hyperplasia interpretation Borderline - Resubmit newborn screen sample
Figure 97 Spreadsheet View of Newborn Screening Samples
Disclaimer

Results from the Spreadsheet View represent analytical values as of the date they are generated. Future revisions may
affect these results and official final results should be reviewed from the Final Report option to assure their accuracy.

Test Status Statewide Screen

The Test Status Statewide screen will display the status of each test that is being performed on the queried samples. The
Lab Section, Collected Date, Received Date, Client Reference, and any QA Events will also be shown. The user will have
access to view the status of any test of a particular sample domain(s) for samples that were submitted by organizations
anywhere in a state or for patients that reside in a specified state. For instance, the user may have permissions to view
the status of any newborn screening samples submitted to the laboratory for patients that reside in a specified state.

Click on the Test Status Statewide button (or select it from the General Reports menu).

The first step is to search for the desired samples. The Test Status Statewide search screen works the same way as the
Final Report Statewide search screen. See Query Fields in the Final Report Statewide Screen section for suggestions on
how to conduct a search.

After entering the search information, click the Find Samples button. The Reset button clears all of the search fields.

A list of samples matching the search criteria will be displayed. The real-time status of each test that is being performed
is shown. Samples will not be displayed until they have been entered into and verified through the laboratory’s
information system.
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Test Status Statewide View b 4
Ui=3
Accession  Sample/Test Description Lab Section Status  Collected Received Client Reference QA Event
Date Date
67070 HULL, BOY 2017-12-05 2017-12-05 3643513
Congenital Adrenal Hyperplasia, newborn_screen-ank 08:45 21:30
Immunoassay
Congenital Hypothyroidism, newbom_screen-ank
Immunoassay
Bictinidase Deficiency, newborn_screen-ank
Enzymatic Assay
Galactosemia, newbomn_screen-ank
Enzymatic Assay
Hemaglobinopathies, newbom_screen-ank
Various Methods
Cystic Fibrosis, newborn_screen-ank
Various Methods
Expanded Screening Disorders, newborm_screen-ank
Tandem Mass Spectrometry
Severe Combined Immunodeficiency,  newbom_screen-ank
Polymerase Chain Reaction (PCR)
67745 LASTE72899222, FIRST672899222 , 20230510 20230510 672899222 1. Transfused blood products interfere
Congenital Adrenal Hyperplasia, newibom_screen-ank v 1230 1545 ‘P’r";f_ r‘;:ﬂ’*f:z‘f';'i"‘lte":"r"ga; !ﬂ_i”m
Immunoass; 4 s e L
= - recommendations.
Congenital Hypothyroidism, newbom_screen-ank % it appears the blood did not fully
Immunoassay saturate through the filter paper, which
Bictinidase Deficiency, newbom_screen-ank ¢ might impact the Newbomn Screening
Immunoassay results interpretation. Resubmit
Galactosemis, newbom_screen-ank " newborn screening sample.
Enzymatic Assay
Hemoglobinopathies, newbom_screen-ank ¢
Various Methods
Cystic Fibrosis, newborn_screen-ank v
Various Methods
Expanded Screening Disorders, newsom screemank
Tandem Mass Spectrometry
Severe Combined Immunodeficiency,  newbom_screen-ank v
Real-Time PCR
Spinal Muscular Atrophy, newborn_screen-ank %
Real-Time PCR
Lysosomal Storage Disorders, newborm_screen-ank 7
Tandem Mass Spectrometry
2 samples have been found
m

Figure 98 Test Status Statewide View
The following are descriptions of each column on this screen.
Accession: The lab number assigned to the sample by the laboratory.

Sample/Test Description: The Sample Description is displayed in the first row for each Accession number. The patient's
name (in uppercase letters) is usually displayed for patient samples. The collector's name (in lowercase letters) is usually
displayed for environmental and safe drinking water samples. The type of animal is displayed for animal samples (e.g.,
rabies testing). The Test Descriptions are displayed in the remaining rows for each Accession number. They consist of the
“test name, method name”. There may be a footnote at the end of a Sample or Test Description which is explained in
the QA Event column. If a footnote is after the Sample Description, it applies to the entire sample. If a footnote is after a
Test Description, it only applies to that test.

Lab Section: The name of the laboratory section that performed each test on the sample.

Status: The test's status is shown here. "In Progress" G) tests have not been finished. "Completed" ¥ tests have
finished testing, and their results are available through the Final Report Statewide and the Spreadsheet View Statewide
modules. Exception: Newborn screening test results will only be displayed through the Final Report Statewide and the
Spreadsheet View Statewide modules after all of the tests on the panel have been completed.

Collected Date: The date (and time if submitted) that the sample was collected. All dates and times have the format of
YYYY-MM-DD HH:MM.

Received Date: The date and time that the sample was received at the laboratory. All dates and times have the format
of YYYY-MM-DD HH:MM.
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Client Reference: An item of information that helps to identify a sample. It could be the organization's lab number, a
patient ID/Chart ID/Medical Record Number, or another identifier for a sample.

QA Event: Any quality assurance issue that applies to the entire sample or an individual test is displayed in this column.

Newborn Reports

Newborn ColIN Report

The Newborn Collaborative Improvement and Innovation Network (ColIN) Report is designed to improve timeliness in
newborn screening by displaying an organization’s distribution of samples by the time between the birth of the newborn
and the receipt of the sample at the newborn screening laboratory. This report also compares the organization’s current
performance to their performance during a reference period and the performance of all newborn screening
organizations across the state. Click on the Newborn ColIN button (or select it from the Newborn Reports menu).

Newborn ColIN Search X
Patient's Date of Birth: 2024-03-01 2 |2024-03-31 Bl o2
Organization Id: 389 =
State Restrict: 1A v | ?
Reference Date of Birth: 2023-10-01 2 20231231 B2

Figure 99 Newborn ColIN Report Search Screen
The following are descriptions of each field on this screen.

Patient’s Date of Birth: The patient’s date of birth is used for the timeframe of the report. The screen defaults to
searching for the newborns born over the past month. However, the date range can be changed to meet the user’s
needs. It is recommended to click in a date field and use the calendar when entering a date to eliminate any formatting
errors. Clicking on the word “TODAY” at the bottom of the calendar will insert the current date. Dates can also be typed,
if preferred. All dates have the format of YYYY-MM-DD.

Organization Id: The report can be limited to the newborn screening samples that were reported to one “Report To”
organization. Enter the OpenELIS organization id of the desired organization. Leave this field empty to display the
newborn screening samples from all organizations for a state.

State Restrict: The report must be limited to the newborn screening samples from one state. Select the desired state to
limit the search.

Reference Date of Birth: These patient date of birth fields are used to create reference performance distributions for
the specific organization and the state. These fields default to the beginning and ending dates of the prior quarter, but
they can be changed by the user.

Click on the Tool Tip ? tothe right of each field to view information about the use and format of that field.

Click the Run Report button to display a PDF of the report. The Reset button re-enters the default dates.
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Timeliness in Newborn Screening Report
2024-02-01 to 2024-02-29 Count: 7

A project of the Iowa Collaborative Improvement & Innovation Network (CoIIN) to improve timeliness in newborn screening

Organization: ANYTOWN HOSPITAL GOAL: 95 percent of samples will be received by SHL
City /ID ANYTOWN /9055 within 65 hours of birth.

Time between birth and receipt of sample by the NBS laboratory
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State Hymemic Laboratory at The Unrversity of Towa
Printed Date: March 12, 2024 2220 5. Ankeny Blvd, Ankeny, Towa 50023 hetp:Aovwvishl wiovea adu MNewbom Sereening Laboratory
515/725-1630 Fax: 515/725-1650

Figure 100 Newborn ColIN Report
The following are descriptions of each section of this report.
Report Header

The description and the current report period of the report, and the count of released initial newborn screening samples
submitted by the organization is displayed in this section.

Organization, City, ID

The name, city, and OpenELIS id of the “Report To” organization is displayed in this section. Results are reported to the
“Report To” organization through mail, the OpenELIS Web Portal, and/or an electronic results interface.

Goal
The organizational and statewide goal of this ColIN project is displayed here.
Time between birth and receipt of sample by the NBS laboratory

The distribution of the times between the births of the newborns and the receipt of the samples at the newborn
screening laboratory is displayed as four horizontal bars on a graph. A blue line marks the project’s goal (95%).

e The organization’s percentage distribution of samples for the current report period is displayed in the first bar.
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e The organization’s percentage distribution of samples for the reference report period is displayed in the second
bar.

e The state’s percentage distribution of samples for the current report period is displayed in the third bar.

e The state’s percentage distribution of samples for the reference report period is displayed in the fourth bar.

Each bar graph is divided into three color-coded ranges. A range will not be displayed if there were not any samples in
that range during the time period.

e <=65 hrs. (green)
e 65.1t0 80 hrs. (yellow)
e >80 hrs. (red)

State Comparisons

The percentages of newborn screening samples received by the laboratory <= 65 hours after birth are displayed as a
series of color-coded vertical bars on a graph. A blue line marks the project’s goal (95%). At least 10 initial newborn
screening samples must be released during the report period to be displayed as a bar in this graph.

e The specified organization’s bar is labeled “Yours” (black).
e The state’s bar is labeled “State” (aqua).
e The bars of other organizations in the state are labeled with their OpenELIS organization ID (gray).

Report Footer

The date that the report was generated, and the name, address, and contact information of the newborn screening
laboratory is displayed in this section.

Newborn Birth Match Report
The Newborn Birth Match Report displays the details of newborn screening samples in order to match them to the
newborns’ birth records. Click on the Newborn Birth Match button (or select it from the Newborn Reports menu).

Newborn Birth Match Search ) ¢
Patient's Date of Birth: 2024-04-M E 2024-04-30 E ?
Layout: Default v, ?
Format: Excel v, ?
Repeat: No v ?

Figure 101 Newborn Birth Match Report Search Screen
The following are descriptions of each field on this screen.

Patient’s Date of Birth: The patient’s date of birth is used for the timeframe of the report. It is recommended to click in
a date field and use the calendar when entering a date to eliminate any formatting errors. Clicking on the word “TODAY”
at the bottom of the calendar will insert the current date. Dates can also be typed, if preferred. All dates have the
format of YYYY-MM-DD.

Layout: It is required to select the layout of the report: Default or Alaska.
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Format: It is required to select the format of the report: Excel or CSV. CSV files will normally open in Excel by default.

Repeat: Select whether repeat newborn screens should be included in the report (“Yes”) or not (“No”). If this field is left
empty, both initial and repeat screens will be included in the report.

Click on the Tool Tip ? tothe right of each field to view information about the use and format of that field.

Click the Run Report button to generate the report. The Reset button clears all of the search fields.

p patient-birth-date patient birth-time  feedins_method
Mo7 ARCVAR AKBABY Female ARCVAR AKBABY ANCHORAGE 2018-10-08 12:35
Mo7 ARCVAR AKBABY Female ARCVAR AKBABY ANCHORAGE 2018-10-08 1235
M4t TESTS NES Male TESTS MOTHER. NBSITY 2017-05-01 08:25 Breast Milk
M4 PT1 TEST Male PT1 MOTHERTEST TESTCITY1 222/535-3333 2017-06-01 1320
M1 TESTS NES Male TEST® MOTHER. NBSITY 2017-03-01 08:23 Formula, TPN
Ms4 TEST2 NBS Female TEST2 MOTHER CITY1 2017-07-22 Formula

Figure 102 Newborn Birth Match Report

Samples that match the search parameters are outputted as rows on the spreadsheet. The following are descriptions of
each column on this report.

patient-id

The unique id of the patient as automatically assigned by OpenELIS.
patient-lastname

The last name of the patient as provided to the laboratory.
patient-firstname

The first name of the patient as provided to the laboratory.
patient-gender

The assigned sex at birth of the patient as provided to the laboratory. Options are Female, Male, and Unknown.
patient-guardian-last

The last name of the patient’s guardian as provided to the laboratory.
patient-guardian-first

The first name of the patient’s guardian as provided to the laboratory.
patient-guardian-address1

The residing address of the patient’s guardian as provided to the laboratory. This column is only available on the
“Alaska” layout of the report.

patient-guardian-city
The residing city of the patient’s guardian as provided to the laboratory.
patient-guardian-zip

The residing zip code of the patient’s guardian as provided to the laboratory. This column is only available on the
“Alaska” layout of the report.

patient-guardian-phone
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The phone number of the patient’s guardian as provided to the laboratory.

patient-birth-date

The birth date of the patient as provided to the laboratory is displayed in the format of YYYY-MM-DD.
patient-birth-time

The birth time of the patient as provided to the laboratory is displayed in the format of HH:MM.
feeding-method

The feeding method of the newborn is displayed here, if provided. Options include Breast Milk, Formula, TPN, and their
various combinations, and None of the above.

received-date

The date and time that the sample was received at the performing laboratory is displayed in the format of YYYY-MM-DD
HH:MM.

accession-no
The number (id) assigned to the sample by the performing laboratory.
client-reference

An identifier that was provided for the sample or patient by the submitting organization. It could be the organization's
sample number, a patient ID, Chart ID, or Medical Record Number (MRN).

organization-id

The OpenELIS id of the “Report To” organization is displayed in this column. Results are reported to the “Report To”
organization through mail, the OpenELIS Web Portal, and/or an electronic results interface.

organization-name
The name of the “Report To” organization is displayed in this column.
collected-datetime

The date and time that the sample was collected is displayed in the format of YYYY-MM-DD HH:MM. If either the
Collected Date or Collected Time is missing, the cell will be empty.

collection-valid

This column denotes whether the sample collection was valid. Collections are valid when the Collection Age of the
newborn is 2 24:00 hours. Values include Yes, No, and Unknown. An “Unknown” value is displayed when the Collection
Age cannot be calculated or estimated by the software and, thus, is empty.

repeat
This column denotes whether the sample is for a repeat screen. Values are Y and N.
rejected-qa

The name of any reject (poor quality) quality assurance event assigned to the sample is displayed here.

weight
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The weight of the newborn in grams when the samples was collected is shown here, if provided.
transfusion-interference

This column displays whether a transfusion is potentially interfering with the newborn screening test interpretations.
Values include Yes, No, and Unknown. These conditions are defined as:

Transfusion Interference = Yes is when "Transfused" is marked "Yes" in the internal OpenELIS system and there is a
"Transfused Date" present in the internal OpenELIS system that is < 56 days before the sample Collected Date.

Transfusion Interference = Unknown is when "Transfused" is marked "Yes" in the internal OpenELIS system but no
"Transfused Date" is provided or when "Transfused" is marked "No" in the internal OpenELIS system, but a "Transfused
Date" is provided that is < 56 days before the sample Collected Date or when "Transfused" is marked "Unknown" in the
internal OpenELIS system regardless of whether a "Transfused Date" is provided.

Transfusion Interference = No is when "Transfused" is marked "No" in the internal OpenELIS system and there is no
"Transfused Date" present in the internal OpenELIS system or when "Transfused" is marked “Yes” or "No" in the internal
OpenELIS system, but a "Transfused Date" is provided that is >= 56 days before the sample Collected Date.

sample-released-date

The date and time that the results of the entire sample were released is displayed in the format of YYYY-MM-DD
HH:MM. This corresponds to the date and time that the last test on the sample was released.

container-reference
This column can be used to display the serial number of a newborn screening dried blood spot collection card.
cptla-interp

The CPT1a interpretation of the CPT1A Arctic Variant (c.1436C>T), Real-Time PCR test is displayed in this column. The
interpretations are Negative, Indeterminate - Arctic Variant, Homozygous-CPT1A Arctic Variant, and Inconclusive -
Resubmit newborn screen sample. This column is only available on the “Alaska” layout of the report.

arctic-variant-genotype

The Arctic Variant Genotype of the CPT1A Arctic Variant (c.1436C>T), Real-Time PCR test is displayed in this column. The
values are Homozygous G/G, Heterozygous G/A, Homozygous A/A, and Undetermined. This column is only available on
the “Alaska” layout of the report.

Newborn Feeding Report

The Newborn Feeding Report calculates and displays the counts of the various feeding methods of newborns per
organization, county, and the total for the report timeframe. Click on the Newborn Feeding button (or select it from the
Newborn Reports menu).

Newborn Feeding Search X

Patient's Date of Birth: 2023-07-18 i ||2023-08-01

Figure 103 Newborn Feeding Report Search Screen

i3
e
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The following are descriptions of each field on this screen.

The Patient’s Date of Birth is used for the timeframe of the report. The screen defaults to searching for the newborns
born over the past 2 weeks. However, the date range can be changed to meet the user’s needs. It is recommended to
click in a date field and use the calendar when entering a date to eliminate any formatting errors. Clicking on the word
“TODAY” at the bottom of the calendar will insert the current date. Dates can also be typed, if preferred. All dates have
the format of YYYY-MM-DD.

Click on the Tool Tip ? tothe right of each field to view information about the use and format of that field.

Click the Run Report button to display a PDF of the report. The Reset button re-enters the default dates.

Aug 01, 2023 Newborn Feeding Report Pagelof 1
16:03:55 Births between 2015-01-01 and 2023-08-01 demo

County-Org Name-Org Id Breast Milk Formula TPN Breast Milk, Breast Milk, Formula, Breast Milk, None of the Unknown Total

TPN TPN Formula, above
0-Ul FAMILY CARE CENTER-13 1 1

County 0 Totals 1 1

39-I1A METHODIST MED CNTR-SEND OUT AREA-1327 1 1
County 39 Totals 1 1

Grand Totals 1 1 2
Figure 104 Newborn Feeding Report
The following are descriptions of each section/column on this report.
Report Header

The date and time that the report was generated is displayed in the upper left corner. The name of the report and the
date range is displayed in the top middle section. The page number and username of the person who generated the
report is displayed in the upper right corner.

County-Org Name-Org Id

The county code of the “Report To” organization is displayed first. This is followed by the name and OpenELIS id of the
“Report To” organization. Results are reported to the “Report To” organization through mail, the OpenELIS Web Portal,
and/or an electronic results interface. “Report To” organizations are grouped by county.

Feeding Methods

The various feeding methods and their combinations are displayed as separate columns on the report. The number of
newborns from that organization that used each feeding method or combination are displayed in that organization’s
row. If a feeding method was not provided for a newborn, they are assigned to the “Unknown” column.

“Report To” Organization Total
The total number of newborns for a “Report To” organization is displayed at the end of the organization’s row.
County Totals

The county totals for the various feeding methods and their combinations are displayed in the gray rows. The total
number of newborns for a county is displayed at the end of the county’s row.

Grand Totals

The grand totals for the various feeding methods and their combinations are displayed at the bottom of the report. The
total number of newborns for the report is displayed at the end of the Grand Totals row.
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Newborn Samples QA Statewide Report

The Newborn Samples QA Statewide Report displays the patients having quality assurance (QA) issues with their
newborn screening samples. The samples must be in released status to be displayed in the report. These samples could
be submitted by organizations anywhere in a state or for patients that reside in a specified state. The totals of each
category of QA issues and the combined total are displayed for each “Report To” organization. Results are reported to
the “Report To” organization through mail, the OpenELIS Web Portal, and/or an electronic results interface. Click on the
Newborn Samples QA Statewide button (or select it from the Newborn Reports menu).

Newborn Samples QA Statewide Search X

Collected Date: 2023-07-01 £ | 2023-07-31 i
Organization Id:
State Restrict: Select a state... v

Format: PDF v

Figure 105 Newborn Samples QA Statewide Report Search Screen

The following are descriptions of each field on this screen.

Collected Date: The date that the sample was collected is used for the timeframe of the report. It is recommended to
click in a date field and use the calendar when entering a date to eliminate any formatting errors. Clicking on the word
“TODAY” at the bottom of the calendar will insert the current date. Dates can also be typed, if preferred. All dates have
the format of YYYY-MM-DD.

Organization Id: The report can be limited to the newborn screening samples with QA issues that were reported to one
“Report To” organization. Enter the OpenELIS organization id of the desired organization. Leave this field empty to
display the newborn screening samples with QA issues from all organizations for which you have permissions.

State Restrict: The report can be limited to the newborn screening samples with QA issues from one state. Select the
desired state to limit the search. Leave this field empty to display the newborn screening samples with QA issues from
all states for which you have permissions.

Format: It is required to select the format of the report: PDF or CSV. CSV files will normally open in Excel by default.

Click on the Tool Tip ? tothe right of each field to view information about the use and format of that field.

Click the Run Report button to generate the report. The Reset button clears all of the search fields.
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7768 - MARY GREELEY MEDICAL CENTER LAB, AMES, IA

atient Name Client Reference Poor Quality Early Unknown
Collection Transfusion
LAST672899222, FIRST672899222 672899222 Did not saturate
Total Samples 1 1 0 0

Note: Early collection may be appropriate in some instances such as if infant will be transferred or discharged prior to 24 hours. Also if an
infant will receive a transfusion before the infant is 24 hours old then an early collection prior to transfusion is appropriate and recommended.

7769 - MERCY MEDICAL CENTER-CHEM SEND OUT, DES MOINES, [A

atient Name Client Reference Poor Quality Early Unknown
Collection Transfusion

TESTT. BABYTRA 002451232 X
TESTT. BABYEC 00004321 X
TESTMERCY., TUNKNOWN 87654324 X
TESTMERCY, EARLYC 87654326 X
TESTMERCY. EARLYCU 87654327 X
Total Samples 5 0 3 2

Note: Early collection may be appropriate in some instances such as if infant will be transferred or discharged prior to 24 hours. Also if an
infant will receive a transfusion before the infant is 24 hours old then an early collection prior to transfusion is appropriate and recommended.

Figure 106 Newborn Samples Quality Assurance Report (PDF version)

11 7768 - MARY GREELEY MEDICAL CENTER LAB, AMES, 1A

Early Unknown
12 Patient Name Client Reference Poor Quality Collection Transfusion
13 |LAST672899222, FIRST672899222 672899222 Did not saturate
14 Total Samples 1 1 0 0
15 |7769 - MERCY MEDICAL CENTER-CHEM SEND OUT, DES MOINES, IA
Early Unknown
16 |Patient Name Client Reference Poor Quality Collection Transfusion
17 |TESTT, BABYTRA 2451232 X
18 |TESTT, BABYEC 4321 X
19 | TESTMERCY, TUNKNOWN 87654324 X
20 TESTMERCY, EARLYC 87654326 X
21 TESTMERCY, EARLYCU 87654327 X
22 |Total Samples 5 0 3 2

Figure 107 Newborn Samples Quality Assurance Report (CSV version)
The following are descriptions of each section/column on this report.
Report Header

The date and time that the report was generated is displayed in the upper left corner. The name of the report and the
date range is displayed in the top middle section. The page number and username of the person who generated the
report is displayed in the upper right corner.

Organization Id-Organization Name, City, State

The OpenELIS id, name, city, and state of the “Report To” organization for the newborn screening samples with QA
issues is displayed at the top of the section. Results are reported to the “Report To” organization through mail, the
OpenELIS Web Portal, and/or an electronic results interface.

Patient Name
The last name, first name of the newborn is displayed in this column.
Client Reference

An item of information that helps to identify a sample. It could be the organization's lab number, a patient ID/Chart
ID/Medical Record Number, or another identifier for a sample.
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Poor Quality

A poor quality issue with the sample is displayed here. These include Apply both sides, Clotted, Did not saturate, Expired
Device, FP contaminated, FP damaged, Layered, No blood applied, Quant not suffic, Sample age, Serum separation.

Early Collection

If the newborn screening sample was an “Early Collection” (the sample was collected prior to 24 hours after the
newborn’s birth), an “X” will be displayed in this column.

Early Collection Unknown

If the newborn screening sample was an “Early Collection Unknown” (it cannot be determined if the sample was
collected early), an “X” will be displayed in this column.

Unknown Transfusion

If the newborn screening sample was an “Unknown Transfusion” (it cannot be determined if the newborn was
transfused with any blood products before the sample was collected), an “X” will be displayed in this column.

Total Samples

The total number of samples with QA issues for the organization is displayed in the bottom row of the organization’s
section. The total number of samples for each category of QA issues is also displayed in this row.

Newborn State Summary Report

The Newborn State Summary Report provides counts of released samples of poor quality, with missing information, and
with abnormal results, and also calculates average turnaround times for each “Report To” organization listed on the
report. The report totals are also calculated for each of these categories. Click on the Newborn State Summary button
(or select it from the Newborn Reports menu).

Newborn State Summary Search )¢
Patient's Date of Birth: 2023-07-01 £ | 2023-07-31 o2
State Restrict: SD v | ?

Figure 108 Newborn State Summary Search Screen
The following are descriptions of each field on this screen.

Patient’s Date of Birth: The patient’s date of birth is used for the timeframe of the report. It is recommended to click in
a date field and use the calendar when entering a date to eliminate any formatting errors. Clicking on the word “TODAY”
at the bottom of the calendar will insert the current date. Dates can also be typed, if preferred. All dates have the
format of YYYY-MM-DD.

State Restrict: The report must be limited to data from one state. Select the desired state to limit the search.

Click on the Tool Tip ? tothe right of each field to view information about the use and format of that field.

Click the Run Report button to generate the spreadsheet. The Reset button clears all of the search fields.
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Aug 04, 2023 Newbom State Summary Report Page 1l of !
11:04:49 From 2015-01-01 to 2023-08-04 demo
Apply FP

Organizat Total Initial Repeat Sample both  contami Did not Quant  Serim  FP Noblood Expired Reject Reject Early  Transfus Transfused Weight

ion [D Organization name samples samples samples age sides nated saturate  Layered Clotted not suffic separation damaged applied device total rate collection ed unknown — unknown
"o ST LUKES HOSPITAL 4 4 37 IR A 0" i 0" 0" i 0" i 0" 0" 0" 3710007 0" 0" 0" 0
1768 MARY GREELEY MEDICAL 4 2" 1 IR 0" i 17 0" o" 0" i 0" 0" 0" 1710007 0" 2" 0" 0
1769 MERCY MEDICAL CENTER-CHEM” 217 217 0" 0" 0" i 0" 0" 0" 0" i 0" 0" 0" 0" 00" 2" 37 0" 2
841 UNITYPOINT ALLEN MEMORIAL 7 187 167 I i 0" 0" 0" o”  o” 0" 0" 0" 0" 0" 0" 00" 37 3" 0" 2
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Figure 109 Newborn State Summary Report
The following are descriptions of each section/column on this report.
Report Header

The date and time that the report was generated is displayed in the upper left corner. The name of the report and the
date range is displayed in the top middle section. The page number and username of the person who generated the
report is displayed in the upper right corner.

Organization ID

The OpenELIS id of the “Report To” organization is displayed in this column. Results are reported to the “Report To”
organization through mail, the OpenELIS Web Portal, and/or an electronic results interface.

Organization name

The name of the “Report To” organization is displayed in this column.

Total samples

The total number of samples (both initial and repeat) reported to the organization is displayed here.
Initial samples

The number of initial samples reported to the organization is displayed here.

Repeat samples

The number of repeat samples reported to the organization is displayed here.

The next 11 columns display the number of each type of reject (poor quality) samples reported to the organization. A
newborn screening sample should have been resubmitted for testing.

Sample age

The sample was received by the laboratory at least 14 days after the sample was collected, which might impact the
Newborn Screening results interpretation.

Apply both sides

It appears the blood was applied to both sides of the filter paper, which might impact the Newborn Screening results
interpretation.

FP contaminated
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It appears the blood on the filter paper is contaminated, which might impact the Newborn Screening results
interpretation.

Did not saturate

It appears the blood did not fully saturate through the filter paper, which might impact the Newborn Screening results
interpretation.

Layered

It appears multiple drops of blood overlap or were layered on the filter paper, which might impact the Newborn
Screening results interpretation.

Clotted

The blood on the filter paper is clotted, which might impact the Newborn Screening results interpretation.

Quant not suffic

An insufficient quantity of blood was applied to the filter paper, so Newborn Screening analysis cannot be completed.
Serum separation

The red blood cells and serum appear separated on the filter paper, which might impact the Newborn Screening results
interpretation.

FP damaged

The filter paper collection device is damaged, which might impact the Newborn Screening results interpretation.
No blood applied

The Newborn Screen could not be completed because no blood was applied to the filter paper.

Expired Device

The device used to collect this sample was expired. Samples collected using expired devices might impact the Newborn
Screening results interpretation.

Reject total
The total number of reject (poor quality) samples reported to the organization is displayed here.
Reject rate

The percentage of initial samples reported to the organization that were rejected is displayed here. Reject rate = Reject
total/Initial samples x 100

Early Collection

The number of samples that were collected prior to 24 hours after the newborn’s birth by the organization is displayed
here.

Transfused
The number of samples reported to the organization with a transfused status for the newborn is displayed here.

Transfused unknown
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The number of samples reported to the organization with an unknown transfusion status for the newborn is displayed
here. In this situation it cannot be determined if the newborn was transfused with any blood products before the sample
was collected.

Weight unknown

The number of samples reported to the organization where the current weight of the newborn when the sample was
collected was unknown is displayed here.

Birth — Collection

The average turnaround time from the birth of a newborn to the collection of their newborn screening sample for the
organization is displayed in this column in days.

Collection — Received

The average turnaround time from the collection of the newborn screening sample to its receipt in the laboratory for
the organization is displayed in this column in days.

Received — Released

The average turnaround time from the receipt in the laboratory of the newborn screening sample to the release of its
results for the organization is displayed in this column in days.

Birth — Released

The average turnaround time from the birth of a newborn to the release of their newborn screening results for the
organization is displayed in this column in days.

TAT count

The number of newborn screening samples that were used to calculate the 4 turnaround times (described above) for the
organization. Samples with revisions > 0 are excluded from the TAT calculations since they will have a later released date
that will skew the average Received - Released and Birth - Released turnaround times.

BT PP

The number of samples reported to the organization with a presumptive positive interpretation for Biotinidase
Deficiency.

CAH PP

The number of samples reported to the organization with a presumptive positive interpretation for Congenital Adrenal
Hyperplasia.

CAH BORD

The number of samples reported to the organization with a borderline interpretation for Congenital Adrenal
Hyperplasia.

CAH total

The number of samples reported to the organization with either a presumptive positive or a borderline interpretation
for Congenital Adrenal Hyperplasia.

CF PP
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The number of samples reported to the organization with a presumptive positive interpretation for Cystic Fibrosis.
CF BORD

The number of samples reported to the organization with a Possible Cystic Fibrosis interpretation.

CF total

The number of samples reported to the organization with either a presumptive positive or a possible interpretation for
Cystic Fibrosis.

Galt PP

The number of samples reported to the organization with a presumptive positive interpretation for Galactosemia.
Galt BORD

The number of samples reported to the organization with a borderline interpretation for Galactosemia.

Galt total

The number of samples reported to the organization with either a presumptive positive or a borderline interpretation
for Galactosemia.

HB Disease
The number of samples reported to the organization with a disease interpretation for Hemoglobinopathies.
MS/MS AA

The number of samples reported to the organization with an abnormal analyte on the Expanded Screening Disorders by
Tandem Mass Spectrometry test.

TSH PP

The number of samples reported to the organization with a presumptive positive interpretation for Congenital
Hypothyroidism.

TSH BORD
The number of samples reported to the organization with a borderline interpretation for Congenital Hypothyroidism.
TSH total

The number of samples reported to the organization with either a presumptive positive or a borderline interpretation
for Congenital Hypothyroidism.

Report Total Columns

The rest of the columns (beginning with the prefix “T_") display the totals of every category for all organizations that are
listed on the report. These totals are displayed in every cell of the column. The only “T_” columns that do not display
totals are the T_Birth — Collection, T_Collection — Received, T_Received — Released, T_Birth — Released, and T_Reject
rate that display the average turnaround times and the average Reject Rate for all organizations that are listed on the
report.

Newborn Turnaround Statewide Report
The Newborn Turnaround Statewide Report displays the turnaround times for individual newborn screening samples

and the average turnaround times for a “Report To” organization over a selected time period. The samples must be in
Draft Version 2 2024 Michael B. Hayek 77



released status to be displayed in the report. These samples could be submitted by organizations anywhere in a state or
for patients that reside in a specified state. Results are reported to the “Report To” organization through mail, the
OpenELIS Web Portal, and/or an electronic results interface. Click on the Newborn Turnaround Statewide button (or
select it from the Newborn Reports menu).

Newborn Turnaround Statewide Search *
Collected Date: 2023-07-01 £ | 2023-07-31 il
Sort Order: Date Received v | ?
Organization Id: ?
State Restrict: Select a state... v | ?
Format: PDF v 7

Figure 110 Newborn Turnaround Statewide Report Search Screen
The following are descriptions of each field on this screen.

Collected Date: The date that the sample was collected is used for the timeframe of the report. It is recommended to
click in a date field and use the calendar when entering a date to eliminate any formatting errors. Clicking on the word
“TODAY” at the bottom of the calendar will insert the current date. Dates can also be typed, if preferred. All dates have
the format of YYYY-MM-DD.

Sort Order: A sort order must be selected for the report. Samples within a “Report To” organization can be sorted in
ascending order by Date Received or by Birth to Collection, Collection to Received, Received to Released, Birth to
Received, or Birth to Released turnaround times.

Organization Id: The report can be limited to the newborn screening samples that were reported to one “Report To”
organization. Enter the OpenELIS organization id of the desired organization. Leave this field empty to display the
newborn screening samples from all organizations for which you have permissions.

State Restrict: The report can be limited to the newborn screening samples from one state. Select the desired state to
limit the search. Leave this field empty to display the newborn screening samples from all states for which you have
permissions.

Format: It is required to select the format of the report: PDF or CSV. CSV files will normally open in Excel by default.

Click on the Tool Tip ? tothe right of each field to view information about the use and format of that field.

Click the Run Report button to generate the report. The Reset button clears all of the search fields.
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Aug 08, 2023 Newborn Turnaround Report Pagelof 1
15:00:07 From 2015-01-01 to 2023-08-08 demo

10318 - ANYTOWN HOSPITAL, ANYTOWN, SD

Birthto  Collection Birthto  Receive to Birth to

Patient Name Client Reference eat Collection to Receive Receive  Release  Release
BROWN, CHARLIE 569834527282 25 12 30 67 4d9h
Total Samples 1 Average Turnaround Time (# of samples for averages) 25(1) 12 (1) 30(1) 67 (1) 4d9h (1)

Note: Repeat samples, samples with dates missing and samples collected greater than 5 days after birth are not used for determining averages.
Times are in hours except for "Birth to Release" which is in days and hours.

10127 - AVERA ST. LUKES HOSPITAL. ABERDEEN, SD

Birthto  Collection Birth to  Receive to Birth to

Patient Name Client Reference Repeat Collection to Receive Receive Release  Release
LAST3009856, FIRST3009856 3009856 24 2¢ 40 42 3d19h
LAST3019877, FIRST3019877 3019877 25 27 44 43 3d23h
LAST3019877, FIRST3019877 3019877 X 47 29 68 19 3d23h
Total Samples 3 Average Turnaround Time (# of samples for averages) 24(2) 25(2) 42(2) 42(2) 3d21h(2)

Note: Repeat samples, samples with dates missing and samples collected greater than 5 days afier birth are not used for determining averages.
Times are in hours except for "Birth to Release” which is in days and hours.

Figure 111 Newborn Turnaround Report (PDF version)

A B C D E F G H
10318 - ANYTOWN
1 |HOSPITAL, ANYTOWN, 5D
2 | Patient Name Client Reference Repeat Birth to Collection Collection to Receive Birth to Receive Receive to Release Birth to Release
3 |BROWN, CHARLIE 569834527282 25 12 30 674d9h
Average Turnaround Time

(# of samples for
4 |Total Samples 1 averages) 25(1) 12 (1) 30(1) 67 (1) 4d9h(1)
10127 - AVERA ST. LUKES

5 |HOSPITAL, ABERDEEN, 5D

6 | Patient Name Client Reference Repeat Birth to Collection Collection to Receive Birth to Receive Receive to Release Birth to Release

7 |LAST3009856, FIRST3009856 3009856 24 24 40 42 3d19h

8 |LAST3019877, FIRST3019877 3019877 25 27 44 43 3d23h

9 |LAST3019877, FIRST3019877 3019877 X a7 29 68 193d23h
Average Turnaround Time
(# of samples for

10 |Total Samples 3 averages) 24(2) 25(2) 42(2) 42(2) 3d21h(2)

Figure 112 Newborn Turnaround Report (CSV version)
The following are descriptions of each section/column on this report.
Report Header

The date and time that the report was generated is displayed in the upper left corner. The name of the report and the
date range is displayed in the top middle section. The page number and username of the person who generated the
report is displayed in the upper right corner.

Organization Id-Organization Name, City, State

The OpenELIS id, name, city, and state of the “Report To” organization for the newborn screening samples is displayed at
the top of the section. Results are reported to the “Report To” organization through mail, the OpenELIS Web Portal,
and/or an electronic results interface.

Patient Name

The last name, first name of the newborn is displayed in this column.
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Client Reference

An item of information that helps to identify a sample. It could be the organization's lab number, a patient ID/Chart
ID/Medical Record Number, or another identifier for a sample.

Repeat
A repeat sample for the patient will have an “X” displayed in this column.
Birth to Collection

The turnaround time from the birth of the newborn to the collection of their newborn screening sample is displayed in
this column in hours.

Collection to Receive

The turnaround time from the collection of the newborn screening sample to its receipt in the laboratory is displayed in
this column in hours.

Birth To Receive

The turnaround time from the birth of the newborn to the receipt of their newborn screening sample in the laboratory is
displayed in this column in hours.

Receive to Release

The turnaround time from the receipt in the laboratory of the newborn screening sample to the release of its results is
displayed in this column in hours.

Birth to Release

The average turnaround time from the birth of a newborn to the release of their newborn screening results is displayed
in this column in days and hours.

Total Samples
The total number of samples for the organization is displayed in the bottom row of the organization’s section.
Average Turnaround Time (# of samples for averages)

The averages of each turnaround time are displayed here along with the number of samples that were used to calculate
the averages.

Repeat samples, samples with dates missing, and samples collected greater than 5 days after birth are not used for
determining averages.
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