®
Workbook LBMS

LDMS Training Guide for PHIA Specimens

LDMS (Windows)

Westat ’f ICAP

an Schunl MPuhIlc Health




Contents

SPECiMEN IMaNABEMENT ..o 4
Overview of SPecimen ManagEMENT SCrEEN .......uviiiii it e et e e e e e et e e e e e e e e e satbereeeeeeesataaaeaaeeesaansssaeeeeeesansnnrees
THe PartiCiPant Grid........eeiii ittt e e e e e ettt e e e e e e e ettt e e e e e e e seaaasaeaeaaeseasssbeseeaeseaannsbeseeeeseannnsrareaaeseaes
LI =N L0 T= 1V G L SRS
LSl Lo 0 Lo T 4 T RS UUUUTTN
(D1 1] 2 0L o 1 USRI
Exercise 1: Specimen ENtry With PrelOad ........ooouiii ittt et e et e e st e e e st e e e eneaeesnsaeeesnsseeeannns
[@foT Yo 1o T I ol o [y PP SOTRRRI
VOIUME CONAILION COURS ...viiiitiiiiieiiieeiie sttt sttt sttt e st e s bt e s be e e bt e s abe e e bt e sabeesabeesabaeenbeesabaeeseeebaeenaeenane
[0]d T=T gl 6] g o [ d o T W @fo e [T PSP P P UP YRR
EXercise 2: USING CONUITION COUBS ..uiiiiiiiiiiiiiiii ettt e e e e et e e e e e e ebb e e e e e e e e eeeaaaaeeeeeeeeanasbaeseaeeseaanssbaseaaeeannes
EXErCiSE 3: INCOMPIETE DIAW ...viiiiieiiieeeiiie e ettt e ettt e e ettt e e etteeeesateeeeastaeeeessaeesanseeeeassseaeanssaeesnsaeeeassseeeanssseesassanaeanssenennnnn
SEAICIING TOF SPECIMENS .. ..ttt e e e ettt e e e e e e e et araeeeeeeeeatseaeseaaeeeasassaaseeaeeeaassasaeaaseesaansssaeeeeeesannnnrnes
(1] o L1 11V, oo U] = PSPPSR 10
STOrage MaNABEMENT ..o a e e 11
SEOTAEE OVEIVIEW ..t e e e e e e e e e e e e e e e e e e e e e e e e ae e e e e e e e 11
Exercise 1: Adding CONTAINErS INTO STOMAZE ..uiiiiii ittt e e e et e e e e e e et b e e e e e e s eesaabaereeeeeeannnrbaseeaaeennes 11
Exercise 2: Adding specimens iN BUIK Add.........ocuiiie ettt et e e e st e e e s e e e sabeeeesntaeeeennseeesnreeeans 12
Exercise 3: Searching for SPECIMENS IN STOTAZE .......uiiiiiiii e e e e e e et e e e e e e e e et aeeeeeeeeesanrbaseeaeeeanes 13
Exercise 4: Using barcodes to locate a SpeCimeNn’s POSItION......uuiiiiiiieiciie et e e e e e stae e e eaae e e e ereeeens 13
Exercise 5: Container Details DULTON ..o...iiiiii ettt st et e st e e sat e e sabeenaes 13
Part 1: RENAME CONTAINE ..coii ittt ettt e e e e ettt et e e e e e aab ettt e e e e e s aab bt teeee e e e anbbeaeeeeeeaannbabaeeaeeesanbnnaeeeens 13
Part 2: Marking a Storage [tem fOr SNIPPING ...ceicviii et e e et e e e st e e e s ar e e e ssaeeeensaeeesnnaeas 14
[0=T o Lo o £ PSP PPPPPPPINN 15
Exercise 1: Specimens NOT in STOrage REPOIT....cuui ittt e e e et et e e reeeeeeeretetetereterererereeerererererererene 15
o g VLT o 1T o= oY1 i TR RUUTR 15
oY DT 1V o1 SRR 15
(60T 410 0o T TN IS VL= OO PRSPPI 15
Exercise 2: ReSOIVING @ AUPIICATE ENTIY ...ueiiiiieii e ee e e e e e et b e e e e e e e e e st aeeeeeeseesanrraseeaeeeanes 16
Exercise 3: Specimen Log RePOIt (QUNS FEPOIT) couuiiiiiiriieiiieriiee sttt ste ettt ettt st e st e e sabeesab e e sabeesateesaseenaees 16
Exercise 4: Time to Freeze QA/QC SUMMATY .....ooiviiiireeereeeteeereeete e ettt eeiaeeetreeeseessseeeaseeesreesseesaseessseesssesesseesssesssseensnas 17
1] 411 1 oSSRt 18
SHIPIINE OVEIVIEW ....eieiieii ettt e e e ettt e e e e e ettt e e e e e e e eeettreeeeeeseaaaasaeaaeaeeaasastaaseaeeeeaassaaaaaaeeeaanssasasaeeesaassssasaeessaannnrens 18
Exercise 1: Create @ NeW Shipping DatCh ........vii e e et e e e e s araeeeas 18
Exercise 2: QC ShiPPING DATCN...coouiiiiiiieee ettt ettt e sa b e e s bt e st e e s ate e s abeesabeesabeesateesabeenaees 19
Exercise 3: Shipping file and dOCUMENTS .......eiiii i e e e e e et e e e e e s e et b e e e e e e s eeransrareeaeeaanns 19
Exercise 4: PDF copy of manifest and coONtainer r@POIT ........uiiicieiee et e e et e s enae e e snreeeens 20
A R BN o] =Y e{< N ol [T 1o T U o U UPPPTN 20
Part 1: RemMoVing ShipPed SPECIMENS........uuiiiiiie ettt e e et e e e e e e et e e e e e e e e e s atbareeeeeeesnntaaaeeeeeeeansraaneaeas 20
YA 2 U= o F= T Y[ = d V=T Yo 3SR 21

PHIA-2 v1.1 092019



EXErCise 3: AdGING RESUILS ..o e e e e et e e e e e e e ettt b e e e e e e e eaaasbeseaeeeeasansaaseeaeeeaaansbaneeaaeaanas
PAt L QA FESUILS .eeuetieitieiiie ettt ettt et b e bt e e bt e e bt e e b e e e bt e sabeeeab e e s abeeeabeesabeeeabeesabeeeabeesabeeeabeesabeenanee s
Part 2: GEENIUS FESUILS ...ttt e sttt e sttt e e e s bt e e e sttt e e sabeeeesabbeesaasbeeesabbeeesnnbaeesnaneeas
Y A T G0 VO T U] | £ RO

[Optional] EXercise 4: QA DiSCIEPANCY ....eeruveerueerieerieeritesteestteesiteessteesseessseessseessseessseessseessseessseessseessseesseessseesssesssees

BacKiNg UP the LDIMIS........eiie ettt ettt ettt e e sttt e e et e e et e e e e s ataeeesassaeesnsseaeesntaeeeansseeesnrenaans 26
LDIMS USEE SUPPOIT ceeiiiiiiiiiiiiiiitettrerererererereeereeeeerererestrereteeeseteeeseseeteteteteteteteteteeeteterererererererererereren 26
APPENIX |2 STOTAZE OVEIVIEW. . ceiiiiiiiiiiieee e ettt e e e e ettt e e e e e e et ttr e e e e e e eeetasaeeeaeeeeennsaeaeeaeseennnrees 27
FAN o] o 1T Yo [ LR e =1 o [ PRSP UPPRRRPOE 1
AppendixX [11: LDIMS Lab NUMDEIS ...ttt e et e e e e e e traa e e e e e e e eaneaeeeeeeeeennnnees 1

PHIA-2 v1.1 092019



Specimen Management

REFER TO QUICK REFERENCE GUIDE FOR SPECIMEN MANAGEMENT

Overview of Specimen Management Screen

Find QFID: Load

Grou TYPET D1 PEZ o2 TYPE3 D3 yisit it OFID CLINIC Detal |~
1 - [FTID HT112233 HAITI = |HivAT s 00 vl Ch001 S
2 - - . . - = | Details
3 - - + | Datails
s : artcipan [l : " pad:
5 - - ~| Detais
c = = = e |
Spec. Date: R Exp. Date: II: Fiemote LvEa |
e Imported Culture Dierivative
Fec. Date; [03/Dec/20iE || Time: Expart D NEEREE
Ennter Specimen ID
- . Add | Dekete
tofTubes:[ | Primay Type: [BLD | OtherSpecio: | Spes Time ——1
S pecimen # Global Soec ID Fiimars Addiive e I.ﬂ Time Unit Dther Spec I Detaik
1 500V - [enT

16000022

ELD EDT 4,00 HL AP

ol fiquots [0 | vob[0 | Unis ~| Deiivative ~| Subhdd/Der ~| Other SpecD: Delste| Modify| _Clear

Soecimen Global Soee 1D Prma|___Add Der Sub Add/Der Volume Units Cond Other Soec d Group/ID Detais j
1 500n18000023 BLD EDT PL1 MeA hd 1.20 ML - |SAT PHIAHAITI ED
2 | 500v18000023 BLD EDT FLI = naA - 20 i PHI&/HAIT] )
3 | S00v18000023 BLD EDT FLI N uo 20 r i FHI&/HAIT] )
4| S00v18000023 BLD EDT FLI =N 20 T FHI&/HAIT] i)
5 | 500v13000024 BLD EDT DES N/ 100 CRD < |SAT EHIA/HAT] ELD
£ |500v18000024 BLD EDT DBS N/ 1.00 CRD N [Fre/HAT | T

The Participant Grid

e ID1: The participant identifier (PTID). Validation checks run on this field.
= 8 characters in length (XXNNNNNN format, XX=country code)
= Scanned into field from Specimen Tracking Form label

e |ID2: Country code; auto-selected based on PTID scanned

e ID3: HIVRT; hard-coded list of HIV status codes [POS, NEG, IND)
= Indicated on Specimen Tracking Form

e  Visit: auto-populated by preload.
= Visit code 1.0
= Visit code 1.1 for very, very rare redraws

e  Visit Unit: auto-populated by preload.
= PVL (plasma viral load)
=  DVL (DBS viral load)

e  Clinic: IDs for satellite labs in each country (XX001, XX002, etc., where XX=country code)

PHIA-2 v1.1 092019
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The Primary Grid

e  Control H: This action can be performed on the preloaded combo boxes (e.g., Primary, Additive, etc.) in
Specimen Management, to display a full description of the information

e Specimen Date: Date collected from participant; indicated on Specimen Tracking Form label

e Specimen Time: Enter the time the sample was collected from the participant; indicated on Specimen
Tracking Form label

e Condition: The condition of the primary will be defaulted to SAT (satisfactory).

e Global Specimen ID

= Unique identifier
= Used in Shipment QA/QC
= No two sample tubes should ever have the Aliquot Global Specimen ID: EC2007GP-01-99

Primary Global Specimen ID: EC2007GP-00

same Global Specimen ID on label

The Aliquot Grid
e Reprint Labels: In right-click menu, select Print Labels for All Aliquots or Selected Aliquots
= When using the selected aliquot feature double check the global specimen id
e Condition: Condition codes are used in the event not all expected specimens are collected or if the amount of
specimen is less than expected. The condition of the aliquot will be defaulted to SAT (satisfactory). Adjust as

necessary, see section below for further explanation.

Details Buttons

Enliy |

Featpn [ Losd]

Gr TrPE1 1 TYPE2 1D TYPEI 1D Wik Ind lale] CLINIC Dietad -
1 > {PTID Counimy ~ [HvAT ot x Doty
2 v - Dietods
2 = o Doty
4 - = Dty
5 - - e

B D 0 I Femeote

VoA |
't:di,sw | ExpetiD: ™ limgrntend Cultuae Desivative | Primary

wlafafalefs

Entes Specinen |0 Details
2o Tubex|0 | Prima Type: [BLD Othes Spe 1D SpecTme [__ |
Soecimen i G Spec ID 'ohume Time Time Link

Uty Soec Time

Aliquot
Detalls
Barth

wottigets [0 | vt | Uity ] Dewvaive| =] Subbdaler| =] Othes Speci: casly] Cloee
Soacien -|
1 [SOVIS002  FLGOOGFG-0

Giohal Spec ID Priesare Add Dat Sub Add/Det k' Uity Cond Dthes Soec 14
B EDT DES =W o CRD >SAT = PHAZIMBABWE
7 SONTSOONEY  FEQDEFGAR BLO DT OES e lmm - 1.0 CRD £ EUE PHIAIMBAEWE

Primary Details Button

e Comments: Enter applicable comments

e Condition - If the condition of the primary tube is anything other than satisfactory, select the proper code

from the Condition box.
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Aliquot Details Button

e Condition - If the condition of the primary tube is anything other than satisfactory, select the proper code
from the Condition box.
e Comments: Enter applicable comments
Note: The Aliquot Details dialog box collects and displays all the information from other modules of LDMS in one

menu

Exercise 1: Specimen Entry with Preload

The Data Managers for PHIA have worked with Frontier Science to add preloads to the LDMS which assist in specimen
entry. The preload will make entries for all expected specimens based on the age of the participant and the draw type
indicated on the sample tracking form. In this example the preload will be triggered when the user moves from the

ID2/Country field.

Gioup TYFE1 D1 TYFE2 [3F] TYFE3 Uit CLINIC Detal |+

1 oty HAITI _~ [HIVRT HT001 ] Detsls

2 ~1 Detsis

3 = Detsis

4 ~ | Detsis

5 *| Detsis

. - ounhdl
Spec Date: |03/Dec/2018 | x| - Exp. Date: F Femote [ voa |

o Imported Culure Derivative
Rec. Date: [03/Dec/2018 | +|| Time: [20:45 | ExpertID T
Enter Specimen D

ol Tubes:| | Pimay Type: [BLD ~|  OtherSpeciD Spec.Time: [_i_ | Add_| Delete

Other Soec |d Details
ED

Time: Time Urit

Soecimen # Global Spec 1D Primary Additive Soec Time:
BLD T A

400 ML

ofpiouots [0 | oi[0 | Unis +| Deivative ~| SubAdd/Der +| Other Spec 1D Delete| Modify| _Clear
Soecimen Global Soec 1D Primary Add SubAdd/Der WVolurme. Urits. Cond Other Soec |d Grouo/ID Details j
1 |500v18000023 BLD EDT > M 1.20 ML > |SAT PHIAHAITI ED
2 |500v18000023 BLD EDT [N 1.20 ML > |5AT PHIAMHAITI ED
3 500v19000023 ELD EDT hal RV 1.20 ML ¥ |SAT PHIAHAITI ED
4 |GO0VTRB000023 BLD EDT - M 1.20 ML > |5AT PHIAMHAITI ED
5 50019000024 ELD EDT > [N 1.00 CRD > [SAT PHIAHAITI ELD
£ |GO01RB000024 BLD EDT > |MAs 1.00 CRO > |SAT [PHIAMHAITE 1 ELD
1. Inthe Participant Grid, enter the following information
Group PHIA
PID scan into field from Specimen Tracking Form
Country auto-selected based on PTID scanned

The preload menu will appear. Select the preload in the dropdown menu, click OK.

HIVRT HIV field results
Visit Value/ Visit Units determined by preload
Clinic satellite lab ID (XX001, where XX=country code)

2. Inthe Primary Grid, enter the following information from the Specimen Tracking Sheet
Specimen Date
Received Date
Received Time

Specimen Time
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Click the Add +

Click Enroll in the message box that appears.

button on the LDMS toolbar.

Click OK in the Save message.

o vk~ w

In the labels menu, Select a format and label size, and then click Yes on the dialog box.

The Crystal Reports window will open displaying the specimen labels.

Repeat this exercise for other specimens on your training Sample Tracking form. Disregard any draw issues at this

time we will discuss this in the next exercises.

Condition codes

The condition code will always default to SAT (Satisfactory). Any specimen collection that deviates from the expected
draw on the specimen tracking form is recorded by adjusting the condition codes and adding comments. Comments

are recorded in the Details menu.
Volume Condition codes:

SNC (Sample not Collected): Add Comments in the Details button to explain why

QNS (Quantity not Sufficient): use for empty plasma samples and empty DBS cards

For extra labels / tubes - return these to LDMS tech, so records can be updated with the QNS

condition code

SHV (Short Volume): use as follows:

e Plasma: <0.8 mL Note: Always need 1.2 mL aliquot #1 for Viral Load testing
e DBScards:

= 3-5spots: SAT

= 1-2 spots: SHV

= (Ospots: QNS

Other Condition Codes:

e HEM - Hemolyzed
e CLT-Clotted
e LIP-Lipemic

Exercise 2: Using condition codes

After processing the specimens, issues may come to light on the quality and/or quantity of the samples. In this

example, after processing one of the plasma aliquots could not be created and another is <0.8 ml.

1. Select one of the participant’s accessioned in Exercise 1.

PTID:

2. For plasma aliquot 3 (ie. -03) the volume is 0.5 ml. Which condition code should you use?
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3. Update the condition code for aliquot -03

4. Plasma aliquot 4 is empty as the technologist did not have enough sample to create it. Which condition code
should you use?

5. Update the condition code for aliquot -04

6. Review the pop up messages

By

7. Click the Save button on the LDMS toolbar.

8. Inthe Print Labels menu, click No.

Exercise 3: Incomplete Draw

During an adult venous draw the vein collapses and only the 4 mL tube was collected. The patient refused a second

draw. The following is entered in LDMS:

1. Inthe Participant Grid, enter the following information

Group PHIA
PID scan into field from Specimen Tracking Form
Country auto-selected based on PTID scanned

The preload menu will appear. Select the XX VEN 4ML ONLY preload (XX =country code)

HIVRT HIV field results
Visit Value/ Visit Units determined by preload
Clinic satellite lab ID (XX001, where XX=country code)

2. Inthe Primary Grid, enter the following information from the Specimen Tracking Sheet
Specimen Date
Received Date
Received Time
Specimen Time

3. Enter a comment in the Primary Details button and cascade noting the refused draw and your initials.

s

4. Click the Add button on the LDMS toolbar.

Click Enroll in the message box that appears.

Note: The same condition code rules apply after processing. If aliquots are short volume or QNS, the specimen

record will be updated
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Searching for Specimens

Use one of the following methods to search for specimens in your lab database
Scanning an LDMS-generated barcode

1. The user must be in the specimen management screen
2. Choose one of your aliquots created during the exercise above.

| <« “«-n »> ®l| 3. scanthe barcode

Navigation buttons

Browse feature
rBrowse Specimens
Specimen #: | Other Spec ID: | Global Spec ID: | Clinic: [ |
Group: [PHIA | €—— OPID:| Visit: | | Visit Type: [ -
1: |SPEC. DAT » T : " :
__,gy:,;rlseco E j T:;I j prmasy: [ =
' ) Additive: | |
Type 2 | Typed - e
D2 = D & B Derivative: | |
Spec. Id |Global Spec ID |Primar_\l |Additive | Derivative IVﬂ!lﬂE |Specimen Date | Visit |Pm{|_Dl | ProtfID
< m 3
[~ Show Aliquots Run Refresh Select Cancel

Click the Browse button e" on the LDMS toolbar
Set the Group field to PHIA

In the Type 1 field select Spec Date
In the ID1 field select a Spec Date from the exercises above
Click Run

vk W e
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Labels Module

Use this module to create duplicate DBS labels for the outside of the polybags.

|t | v | ] ] @] 1o ] @] | 1] | <] || 518 [[F] 4 o] vwen
Group: ]F'HIA Population-Based HIV Impact Aszessments 1 LI Fumat|F'H|A Barcode LI Barcode [.‘ontent:lLD!\‘-'S Standard -
| | Description |Max Rows | - [Length |Row [Col |
| Barcode Label 23 [13/16x11/2 3 acioss 7 | 2 12 |
| Barcode ] [z .
Barcode Label 25 |1 1/21 label 14 [~ Cubture Label ! I
Baicode Label 26 |1 3/16x1 7/16 - 3 acioss | label 17 a1
BacodeLabel 27 (11/16%11716 7
_Barcade Label 28 1'% 2.75" - Brady 300 MVP - Vertical 7 i -
Barcods Label 23 9" 1" Labipert %-156-492 [z g 2D
Barcode Label 30 | 9"« 1. AT0 5 Across 7 | i - L
Baicade Label 31 |18"x 6"~ Lab 245 7 , _ tgeen | |5 I
| Batcods Label 32 |.875X1.755 Across. 7 . H
Bacode Label3d 175"¢ 93" 7 | Label Manufactuer | = 5
| Barcode Label 34 | 2.75" » 1" - Brady 300 MVP - Horizontal Forit 6 7 ﬁ 1
BucodeLMBS 1'% 1.75" - 4 acioss 5 - |
8 ol [4 1
IE] L] s
17 [m]
|5 = Ll
7 n|
17 [m]
17 [m]
7 columng ’ L
Fant 7 7 L =
Seaich From a File
Global Specimen Import File |
Search Critena
Field | Operator | Value ;|
Field: | _._'2 g eceived Date -~ .
Dperator. ! 'I Modify
Valus: | = Delete
4 L[J

1. Inthe Group drop down menu, select PHIA

2. Enter the search criteria:

Field: Received Date Field: Derivative
Operator: ‘=’ Operator: ‘=’
Value: Current Day Value: DBS

3. Click Add after each Value is set
4. Click Execute.

The external labels window will appear with all of the DBS specimens received that day, click print and close window.
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Storage Management

REFER TO QUICK REFERENCE GUIDE FOR STORAGE MANAGEMENT

Storage Overview

The Storage module is separated into several pages. These tabs are listed below with a brief description of the

functions contained in that page.
e Main View: Allows you to view the contents of freezers, levels and containers, and to add boxes into storage.

= By clicking on the + sign, a level can be expanded to see its components

=  Dependent upon the level - box or rack - the Execute button —I displays a 2-D view of that
level

e Move: Allows you to move specimens and containers from one storage unit to another.

e Configuration/ Freezer Cfg: The Storage Structure has already been configured by PHIA

administration.
e Bulk Add - Allows you to add a large group of specimens to storage.

= Specimen barcodes can also be scanned for direct add to a container
= Highlight the desired box name, then scan the specimen barcode
e Search: Allows you to find the exact storage positions of specimens and print a report of their location.

This feature only searches for specimens currently stored.

Exercise 1: Adding containers into Storage

Containers must be added in the LDMS in order to assign storage positions to the samples. When racks are filled the
box names can be adjusted to note the current container in the rack position. All PHIA boxes must be labeled with the

colored labels provided by the study on the top and bottom of the container.

1. Highlight a level to add the new containerto.

Click the Add & button on the LDMS toolbar.

Click Container.

The Storage Add dialog box appears. Select either PHIA Plasma or PHIA DBS box
Enter number of boxes

Type in the box name from the colored labels on the container:

oukwnN
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i

Please enter a name for the container.

I arne;

PLA-P ALT k4201 0024

ak | Catizel |

<Sample Type> dash<HIVRT result> <aliquot*> <clinic ID> <Box #>

Examples: PLA-P AL2 XX203 0028 PLA-N XX203 0074 (XX=country)

*Aliquot number is for positive samples only (CC200BPL-02, is aliquot 2)

7. The Position Selection Menu appears. The options are: Container position selection
o Put Here — Choose the exact location for the specimen or | Ptee | T I I j
. Automatic | B
container. awoms || £
e  Automatic — Allow the LDMS to choose the next available [T Stant here Eeal 1
position based on the fill order of the level or container.
You will be prompted each time if storing multiple
specimens or containers. -
) 4 | L:
e Auto All — Allow the LDMS to choose the next available EOG TIVE P
position of all the selected specimens or containers based | This tack is conligured to hold containers of ary type.
on the fill order of the level or container.
Exercise 2: Adding specimens in Bulk Add
ManView | ComsnerView | Move | Coigusion | FreeaiCig BukAdd | Corpes | Seach | Tensechons |
Storage Shuchae
Storage Coordinates Global Spec 1D: | SpecD: I
E e Aoha Group: ] visit[ ] wisitUnit | -
CHEST Other ID: Clirsic: I -I
[E LIQUID NITROGEN TANK
[ PHLA FREEZER 1 POSITIVE
[E PHLA SAT LAB FREEZER Type 1: X Type 3 I -I
SHELF 1 FOSITIVE PLASMA o[ =] D% -
SHELF 2 POSITIVE DBS
HPEIL{ASHP;EE“I\TNE PLASMA, Tope 2: - Type 4: I vl
j T EPLan Usoo | — 2 ik =] D4 =
L —
[EISHELF 4 MEGATIVE DBS Storage Options Derivative: -] [Batched:
Sub Add/Der: I l [
Receive:
|l~7 Set Frozen Date/Time to Curent Date/Time }

Ve
Detais Simpis Search | III

I Skip Volume and Frozen Date/Time Adjustment
| Automaticaly Assign Postions |

o |

T

K.
\.ﬁewF!estlsl

Othes Spec 1D Pim Ade Det

Sub AD

Volumne
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1. Set Storage Options to Automatically Assign Positions, Set Frozen Date/Time should already be
selected
2. Highlight the Box you wish to add specimens

3. Scan specimen barcode with your scanner, place item into container

Exercise 3: Searching for specimens in Storage

Use the Storage Search tab to search for the exact position of specimens in storage.

ManView | Comsnerview | Move | Configwation | Fieezer Clg | Buk Add ] Compress Search Tinsachiors |
Gebd T (Gkb SpecimeniD Spacimen List
: Spec|D
Groop: [T N Piemony: C3 | e ¥ —
Clnic: - Addirve: - | St [ ]
Wit Destvatrve: > Receive: |
! Dther Spee ID:
Visit Type: | v]| SubAddDer - — v
mens | t
Tope 1: [FTID ez =] Type3] < 1ype s | o [l Lo Specinens | _inpor Specinens |
D [zZwiess  ~| 02| ~| w3 =] wa&] ~ | =
|| Shipped Chack Cea Gikd
| Frenges Lewvel | Leevel | Cortame: | Position L1} | SpeciD | Gkobal Soec 1D | Primare | Addtive | Deavatve | SubAddDer | Soecl &
PHIA, SAT LAB FREEZER  SHELF 2FOSITVE DB PHIA Flack 1 DBS-PZWD1 001 U18001  Zwi00343  SO00VIS000027 DEQOOSF3.03 BLD  EDT  DBS N Wity
PHIA SAT LAB FREEZER  SHELF 1 POSITIVE PLASMA FLASMA ALIQUDT 1 PLAPALI ZWO01 001 ADO2  Zwi00343  S00VIS000025 DECIOCSFS-01 BLD  EDT  PLI Nia Witg/
PHIA SAT LAB FREEZER  SHELF 2FOSITVE DBS  PHIA Rack 1 DBS-P 2W001 001 017001 ZwI00343  500v15000027 DECOOSFS.04 BLD  EDT  DBS M Wit/
PHI4 SAT LAB FREEZER  SHELF 1 POSITIVE FLASMA FLASMA ALIDUDT 2 FLAP ALZZWON 001 AD02  ZwIO03M3  SOVIS000036 DEQOOSF3-02 BLD _ EDT P N/ Y

1. Setthe Group field to PHIA

2. Inthe Type 1 field select PTID

3. Inthe ID1 field enter in a PTID from the sample tracking form
4. Click Run

Click the Report button % on the LDMS toolbar.
6. Close the Crystal Reports window.

v

Exercise 4: Using barcodes to locate a specimen’s position

The LDMS barcode can be scanned to locate a specimen in the storage structure on the Main View tab.

1. Gotothe Main View tab in Storage

2. Scan a specimen barcode

Exercise 5: Container Details button

Use the Details button at the bottom of the Storage Structure to rename the container and mark containers to ship.

Part 1: Rename container
1. Click to select the box added in Exercise 1
2. Click Details
3. Enter a new name for the container/box in the Name field
4. Click Modify
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Part 2: Marking a Storage Item for Shipping
1. Highlight a container with specimens
2. Click Details

3. Click Mark to Ship. An envelope icon & appears next to the storage container that has been marked for
shipping.

Mark full boxes with “X” on box label

Notes on Marking to Ship:
Once a storage item is marked for shipping, its contents cannot be modified.

To change the contents of a marked container: Open the details menu, click Unship (the envelope icon will

disappear). The contents of the box can be changed.

The LDMS will not allow a storage item that has already been added to a shipping batch to be marked for

shipment
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Reports

The Reports module contains many pre-defined reports separated by category.

Exercise 1: Specimens Not in Storage Report

Generate this report every day. Reconcile until all specimens have a storage location or the status code is updated to

QNS or SNC.

cll ¥ o8 a S| % 2] 16|« | »p| & Q]| +| %% E‘EIIEI

Report Selection:

Categom -
1 | Specimen 1 |1 |Storage Detad
é Shiia 2 | Storage Court Report By Freezer
£] '=|_'.: e Repn
4 | P24 Anhigen _d | Specimens Remaining in Slorage —
5 |RNAPCR _ B | Specinens in Storage per PID

Specimens Not in Storage Report
Searched on; Group = PHIA

Group/Prot:  PHIA GANDA

Global Suly
Specimen ID Spec 1D Pidhd1 Spic Date Pri  Add Der  AD vid Vil Condition
AIOVIG000I4E  AC2006FE-01 UGIZMES 0502015 BLD EDT PL1T  MAA 1.00 OVL 1.00 ML SAT
S10VIE00013  AC2006H1-01 UGIZMTS  050c2015  BLD EDT PLT MA 1.00 Vet 1.00 ML SAT
A1VIGD000ZS  ACO0EHE-01 LGAZET DSOct2015 BLD EDT PLT P& 100 Vst 1.00 ML SAT
A10VIG000122  ACI00EKF.O1 UGIZIS16  0S0ch2015  BLD EDT PLI  NA 1.00 EI 1,00 ML SAT
L10VIE000130  AC2006P-01 UGIZE0 0502015 BLD EOT PL1  NA 1.00 PYL 100 ML SAT

PRTCNET L] & diins LA EE 4D DS bW E FOTI O =T 2%, T -] PAErY 8 A5 Enn PR Fre s

For Evening Shift
1. In Report Selection:

Category: Storage

Report: [3] Specimens Not in Storage
2. Enter the following search criteria:

Field: Derivative

Operator: =

Value: PL1
3. Click Add

4. Click Execute

For Day Shift

After DBS cards have been scanned in, click the Execute button to run the report with NO search criteria

Common issues
1. Specimens are on processing bench
2. Empty aliquots not set to QNS
3. Duplicate entry in Specimen Mgmt
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4. Specimens missed scanning in Bulk Add

Exercise 2: Resolving a duplicate entry

When reviewing the Specimens Not in Storage Report a set of specimens is included on the report. There are no

specimens left on the bench and it is very likely a duplicate entry. Follow the steps below to reconcile the report.

In Specimen Management, Click the Browse button e‘ on the LDMS toolbar
Set the Group field to PHIA
In the Type 1 field select PTID

In the ID1 field enter the PTID from the Specimens Not in Storage report
If two sets of specimens are present, open one of the records and see if the specimens are stored.

For the unstored specimens, Set the Primary condition code to SNC (cascade to aliquots)
Open Primary Details window and enter a comment noting this was a duplicate entry

If there is another primary (ie. 10 and 4 ml draw) update this specimen

Rerun the Specimens Not in Storage report

LN 0 &~ W N PR

Exercise 3: Specimen Log Report (QNS report)

This report provides the user with a list of all aliquots the lab has logged into their LDMS with the condition code QNS

for a specific date.

Specimen Log Report
Searched on: Specimen Date = 27/Apr/2018, Condition = QNS

PID/IDA Group/Prot SIDND3 viD Clinic OPID
NGE55E55 PHIA NIGERIA WEE e D
Primary Spec ID Global Spec ID Spec Time Spec Date Rec Date Primary Volume/Unit Time/Time Unit Other Spec ID Comments
35018000019 DAADOSJJ-00 07:00 27IApr2018 27 Apri2018 1.00 ML
Aliq Spec ID  Global Spec ID Other Spec ID PrilAdd Der | Sub AID Current Volume Cond  Grp/Prot Test{s) Ordered Shipped ~ Comments
350V18000020 DAADDEJJ-O2 BLD/EDT DBE [ N/A 1.00 CRD QNS PHIA NIGERIA Meone Mo

Total Number Of Aliquots: 1

1. InReport Selection:

Category: Specimen

Report: [3] Specimen Log Report
2. Enter the following search criteria:

Field: Specimen Date

Operator: =

Value: current date

Field: Condition

Operator: =’

Value: QNS
3. Click Add

4. Click Execute
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Exercise 4: Time to Freeze QA/QC Summary

This report provides the user with a summary of the Draw Dates and Times, Frozen Dates and Times, Specimen Types
and the calculated amount of time from the time of draw to the freezing start time. This report should be run for
plasma specimens.

PHIA Time To Freeze QA/QC Summary
Searched on: Specimen Date = 03/Dec/2018

Note: Time to freeze values marked with an asterisk (*) are higher than the expected value (1440 minutes)

Time to freeze

Patid Draw date Draw time  Frozen Date  Frozen Time (minutes) Tech Additive Derivative Comments
HT112233 03/Decl2018 09:15 03/Dec/2018 22:00 765 EDT PL1
HT123456 03/Dec2018 09:25 03/Dec/2018 22:00 755 EDT PL1

1. In Report Selection:

Category: PHIA

Report: [1] PHIA Time to Freeze QA/QC Summary
2. Enter the following search criteria:

Field: Specimen Date

Operator: =

Value: current date
3. Click Add

4. Click Execute

5. Inthe pop-up window select Plasma and click OK.

Select a sample type to report on. SampleType

[Plasma Lv]
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Shipping

REFER TO QUICK REFERENCE GUIDE FOR SHIPPING

Use the Shipping module to batch specimens for shipping, prepare shipping files, view shipping history and print
shipping related reports.

Shipping Overview

The Shipping module is separated into several pages. These tabs are listed below with a brief description of the

functions contained in that page.

View Shipment: displays history of shipments, generate Manifest Report and Container Report, and generate

LDMS shipping file

Setup Shipment: this tab is used to search your lab database for marked containers to ship. Only boxes
marked to ship will be available to add to your shipment

Shipment Destination: select your country’s central lab in the drop down menu or typing the lab number
Import: This tab is used by the Central Lab to Process the shipment

Shipment QA/QC: This tab will display the container contents. The user will scan the LDMS barcode to ensure

the physical item matches the item on the manifest

Exercise 1: Create a new shipping batch

Generate shipping batches each day to limit number of boxes being shipped. Follow these guidelines when setting up

a new batch:

N oA

e 12 orless boxes per batch

e  One batch for NEG plasma boxes
e One batch for NEG DBS boxes

e  One batch for all POS specimens

In the View Shipments tab, select the bottom, blank row from the batch listing
Change to the Setup Shipment tab. At the prompt box, select Storage Items
Note: If you click the wrong button, use the Refresh button to return to the prompt box

To add a storage item to the batch, click to highlight the marked storage item in the Items Marked in Storage
listing and click Add to Batch. One or more containers may be highlighted at one time.

Change to the Shipment Destination tab.

Under Lab Number type in the Central Lab ID of

Select a contact at the laboratory.

Set a contact at sending lab.

g

Click the Add button on the LDMS toolbar.
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Exercise 2: QC shipping batch

This process confirms the shipment contents by using the LDMS barcode

1. Use the manifest report button in View Shipment tab to create dummy manifest report and close — Do not
print
2. Change to QA/QC tab
Enter in Tech initials
4. Startin the first container on the batch and scan the following positions
e Plasma—Al, C2, F4,G9
e DBS-onerandom card each box

5. Continue to next container and repeat

6. Click the Save JE[ button

7. The View Shipment tab will always display In Progress

8. Perform QC on any remaining batches

Exercise 3: Shipping file and documents

1. Select LDMS from the Shipment Type box.

2. Click Ship. The Attention message appears.

3. Click OK. A message appears asking you to verify that you wish to ship the batch.
4. Click Yes to create the shipment, or click No.

5. Select the appropriate temperature from the Select Temperature menu and click OK. The Select Drive dialog

box appears.
6. Click C:\ and click OK. (This file will later be transferred to a thumb drive)
7. At the success message click OK.
8. Generate the required paperwork. Only the first page is printed. See next exercise
a. Highlight the batch. Click Manifest Report. The Shipping Manifest appears.
b. Close the Crystal Reports window.
c. Click Shipping Container Report. The Shipping Box Report appears.

d. Close the Crystal Reports window.
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Exercise 4: PDF copy of manifest and container report

Batch partially QA
Shipping Manifes|

Batch Number :

% Computer
&, Local Disk (C)  |Z|
9 vss (1\10.011.115
SpeciD Global & ldmsdl (10011

+ 500V'18000008 EEQ00| & ldmsd3 (110011

50018000008 EEQI00] 53 Idmsdd (\10.0.1]
500V/18000008 EEQI00]

i I
i s & sdrive {\.\ts b2) (5. I
500V153000009 JEQOO! el
500018000008 JEQOO I File namg:l Batch &

TBR LDMS Report Viewer = _ij--IEI |52 | pplete
mplete
I L §g » K| 1w - SAP CRYSTAL REPORTS® m
Main Report
Shipping Manifest Batch Number: 8
QA/QC In progress
Setup Date: 16/Jul/2018  Sorted by: Prot/1D2 Shipped: Yes  Ship Date  16/Jul/2018
Shipped From: | T Save As ==
LabiD: ——
LabName : Ou | . <« Training Profile » Import button files » TRAINER - | 3 | Search TRAINER Pl
Country: Organize v New folder - ®
Contact: = o o -
Phones: 2 ocuments Name Date modified Type Size
Fax#: @' Music
E-mail: b=! Pictures Mo items match your search,
Numberof Specimend =l Subversion
Comments: E Videos

S00V15000011 GEQO]

Save as type: {C‘ly_stql Reports (*.rpt)

Current Page No.: 1 Crystal Reports (*.rpt)

ﬁ pdf)
+ Hide Folder: Character Separated Values (C5V) (“.csv)

Microsoft Excel (97-2003) (*.xds)

Highlight the batch. Click Manifest Report. The Shipping Manifest appears.
In the Crystal Reports window. Click the Export button.

Change Save as type to PDF
Enter filename: Batch [Shipment number] manifest

Click Save. Close Crystal Report window.

N o un s~ w N e

Highlight the batch. Click Container Report. Repeat process to save PDF.

Exercise 5: Storage clean up

In the Save As window. Go to the folder in the C:\ drive with the LDMS Shipping file

Part 1: Removing shipped specimens

After the specimens are shipped their positions in storage are reserved. Before a new box can be added to the rack,

the shipped specimens must be removed.

In Storage, click the Search tab.
Click Shipped Check. The Ship Check dialog box appears.
Leave the date range blank

A wnN e

Click OK. The Storage dialog box appears notifying you that there are currently specimens in storage that

have been shipped within the specified range of dates, and confirming if you wish to remove the specimens

from storage.
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5. Click Yes.

Part 2: Renaming the box
After a box is shipped to the central lab, its position in the rack is now empty. When it is time to add a new box into
that position, use the details button to change the box name.

1. Click to select the shipped box.

2. Click Details

3. Typein the name from the box label in the Name field
4. Click Modify
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Test Result Entry Module (TREM)

REFER TO QUICK REFERENCE GUIDE FOR TREM

This module manages the lab workflows of the Household Tester QC, Pima, and Geenius bench. The LDMS will

calculate which specimen’s need further testing, provide worksheets, and capture the results.

Exercise 1: Adding the Household Tester ID

Each PTID entered in the LDMS will be given a row in the TREM. After adding the Household Tester ID for the PTID,

the LDMS will calculate which specimens must be sent to the QC bench.

Select a template: | PHIA FIELD PRACTICE ~| Load Results

Optional Filter Criteria

FTID HVRT WID Househald Tester | QA A Tester Geenius Tester  HBW/Syphilis Tester Final Result QA Discrepancy  CD4 Tester CD4 Dane

3 B I BE | TN | (T =N =N )| T | =N =i =

Uploaded ID1/Global Spec 1D Filter File: — <nones

Load Fiter File | Unload Fier Fie Clear Filters

1. From the Tools menu select Test Result Entry

2. Inthe Results Tab, select the template in the drop down menu.
Note: The user will be entering data in the Results tab. The Template tab is for PHIA admin use only.
In Filter Criteria, set the Household Tester filter to 'not set'

4. Click Load Result

5. Refer to your specimen tracking form. Add the household tester id to each PTID

6. Click the Save % button

PTID HWVRT | WID | Household Tester | 04 § Geenius Tester | QA Tester | CD4Done | CD4 Tester CD4 Geeniug Determine Unigold Final Result

| 1 [=1533333 MEG PYL JABC1Z3 Y o M - MAA - v - -
| 2 |WT888988 MEG PYL JABC123 A4 M - ) - v - -
| 3 |miFFTE MEG Pl JABCT1Z3 A4 N - MAA - v - -
| 4 |=|GBEEEE POS Pl JABC1E3 Y o- Y - v - - -
| 5 |ETG5G5E5 MEG Pl JABC1E3 Y o= i - MAA - - - -
G |=l444444 POS YL JABCT1Z3 Y - Y - - - - -

Exercise 2: Generating worksheets

Worksheets are created to organize and record the test results at the bench. These are then returned to the LDMS

and entered into the system.

1. |If starting from previous exercise, click Clear Filters
2. Click Load Results
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Click the Report button % on the LDMS toolbar.

From the menu select one of the following reports:
a. QA Worksheet
b. Geenius Worksheet
c. CD4 worksheet
Click OK
The Crystal Reports window will open. We will not be printing the
worksheets for this exercise. Close after viewing worksheet

Filters

Report Selection @
Select arepor
I =]
4 Warkshest
24 Warksheet ‘Wih Slorage Locabons
Geerius Waorkshoel

HEV Warkshast
CD4 ‘Warkshaet

As the study progresses, the number of participants in the TREM will grow. It will be necessary to use the filters in

order to organize and manage the increasing number of rows.

Optional Filker Criteria
HIVRT YD Household Tester (A QA Tester Geenius Tester  HBY/Syphilis Tester Final Result 04 Discrepancy CD4 Tester CD4 Done

PTID

5 || I I =il = =l =) |

Uploaded ID1 /Global Spec 1D Filter File:  <nonex
Load Fiter File | Urioad Filtex Fie

Eif = =] ==l
Clear Filters

Household Tester: Displays all specimens by the unique Household Tester ID; not set will display new specimens that

need Household Tester to be entered

QA status is Y or N; QA Tester displays all specimens by unique tester ID; For entering QA results,

set QA status to Y and QA tester to not set. After loading results, click the PTID header to sort (see

QA discrepancy is Y or N; setting the filter to Y will show all specimens with a discrepancy and the

remaining QA fields (Report Date, Time) can be completed once the lab supervisor has been

QA/QA Tester:
image)
QA Discrepancy:
notified.
Geenius:
the top
CD4: Set CD4 Tester as not set and CD4 Done to Y

Set Geenius Tester to not set, then click twice on the HIVRT header to bring the POS specimens to

After setting the filters, apply them to the list by clicking Load Results.

Reset the filters by clicking Clear Filters
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Exercise 3: Adding Results

When the worksheets are returned from the bench, the results are added into the TREM

| | FTID HIYRT | WID | Household Tester | G4 | Geenius Tester | G4 Tester | CD4 Done | CD4 Tester Ch4 Geeniuz Dietermine Unigold Final Result
1 |M7933933  [NEG  |PWL [ABC123 Vv 2999 N - M ~|NR - N7 ~[NEG  ~
| 2 |~'smseae  [NEG  [PvL |aBC123 Y - %2933 N - N/ - [NR - [N ~|NEG  ~
| a3 [wi7777e7 NEG  |PWL [aBC123 Y v W1Z999 N - N/ ~ |NR - [HdA »|NEG =
| 4 |WreGEEEE  [POS  [PvL |ABC1Z3 v |DEF456 XrZ333 Y ~ |GHI723 1850(P Hiv-1 ~|R ~|R ~|POS
| 5 [+1555655 NEG  |PWL [aBC123 Y v W1Z999 N - N/ ~ |NR - [HdA »|NEG =
£ | 444444 [POS  |PWL [ABC1Z3 ¥ +|DEF456 %7933 ¥ v |GHI723 3625 P HIv-1 ~|R ~|R ~|POS
Part 1: QA results
1. Set the following filters
e QA Y
e QATester Not set
e PTID PTID from worksheet
2. Check the PTID, and click on the QA Tester field and enter the tester ID.
3. Use the tab key to move the cursor to the first household test, enter result.
4. [If needed] Use the tab key to move to the remaining tests and enter results.
5. Set the Final Result.
6. Click the Save button

Part 2: Geenius results
1. Set the following filters
e HIVRT POS (or IND)
e Geenius Tester Not set
2. Check the PTID, and click on the Geenius Tester field and enter the tester ID.

3. Use the tab key to move the cursor to the Geenius field, select results from drop down menu.

&

4. Click the Save button

Part 3: CD4 results
1. Set the following filters
e HIVRT POS (or IND)
e CDA4 Tester Not set
2. Check the PTID, and click on the CD4 Tester field and enter the tester ID.

3. Use the tab key to move the cursor to the CD4 field, enter result

&

4. Click the Save button
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[Optional] Exercise 4: QA Discrepancy

If the QA bench findings differ from the household tester, further investigation must occur and a NCE form is
completed. Record the date and time the form was completed.

1. For a QA result set a Final Results that differs from the HIVRT.

2. The QA Discrepancy field populates with ‘Y’. The QA Report Date and Time fields will open

3. Complete fields. Note: the date format is dd/mmm/yyyy

a2

4. Click the Save button
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Backing up the LDMS

LDMS automatically creates a backup of the database once per day at Noon and places it in:
C:\fstrf\backup

In this folder you will find a file named: [LabID]_[year][month][day].BK If there are files in this folder that end

with something other than .BK, this indicates the backup has failed. Please contact LDMS User Support.

The most recent file is to be copied daily to a thumb drive provided by ICAP. The thumb drive should be stored in a

secure location separate from the laptop.

The backup is created automatically but a new file can be generated in the LDMS using the following steps

e  Click Administration > Backup Tracking from the LDMS menubar
e  Click the Create Backup button in the upper-rightcorner
e A Windows command prompt window will open. This is the backuptool.

e  Wait until the backup tool finishes creating thebackup

LDMS User Support

LDMS User Support is available 24/7 except for some US national holidays:

E-mail: Idmshelp@fstrf.org Phone: +1 7168340900 x7311
In all communications with LDMS User Support, include the Lab ID, which is printed on the outside of the laptop.

When emailing User Support please cc Melissa Metz: mm33@cumc.columbia.edu
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Appendix |: Storage overview

receive incoming
samples from field

Shelf 1 Shelf2 Shelf 3 Shelf 4
Positive Plasma Positive DBS Negative Plasma Negative DBS

Shelf 1/Rack 1 Shelf 2/Rack 1 Shelf 3/Rack 1 Rack 1
Plasmaaliquot 1 2 cards /PTID Negative Plasma 2 cards /PTID

(viralload) storedin separate (all aliquots stored stored in separate
bags. cards and sequentially for bags. cards and

Shelf 1/Rack 2 bagslabeled storage) bags labeled

Plasmaaliquot 2
(Incidence)

Shelf 1/Rack 3
Plasmaaliquot 3&4
(storage)

Coordinates

=] PHIA SAT LAE FREEZER » Freezer
ESHELF 1 POSITIVE PLASHA » Shelf
PLASHA ALIQUOT 1 ¥  Rack
LPLa-P ALT HTOO 0001 A IS » Container
FLASHA ALIQUOT 2
LPLa-P ALZ HTOO 00071 4,005
PLASHA ALIQUOT 2.4
LPLa-P AL3 HTOO 0001 4,005
[ESHELF 2 POSITIVE DEBS
EPHIA Rack 1
LDES-PHTOOT 001 £.005
- PHIA Rack 2
L PHIA Rack 3
[ESHELF 2 HEGATIVE PLASMA
EPHIA Rack 1
LPLa-W HTOOT 0071 4,005
- PHIA Rack 2
L PHIA Rack 3
ESHELF 4 NEGATIVE DBS
= PHIA Rack 1

| “DBS-H HTOO01 001 & 005
PHIA Rack 2
PHIA Rack 3
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Appendix Il: Preloads
(Country(D2) | preloadName | Deseripton

Appendix lll: LDMS Lab Numbers
o wwswe | bNeme
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