PK Control Documentation

Entering and Resulting PK Controls in the LDMS
This document describes how to enter and result PK controls in the LDMS.
Entering PK Control Specimens

Enter the Specimen Management module by clicking on the Specimen Management button (@) on the
LDMS toolbar or by selecting Specimen Management from the Tasks listing on the LDMS menu bar.

Select Control from the Group combo box.
Enter the control name in the ID1 field.
Enter the study number in the ID2 field.
If needed, enter any additional information in the ID3 field.
Select the date the control was prepared from the Spec. Date and Rec. Date combo boxes.
Enter the number of control tubes in the # of tubes field.
Select the primary from the Primary Type combo box.
Click the Add button above the primary grid.
Select the additive type from the Additive combo box.
. Enter the primary volume in the Volume and Units fields.
. Enter 00:00 in the Spec Time field.
. Enter 0.00 in the Time field and select Random from the Time Unit combo box.
. Enter the aliquot information based on your processing results of the primary sample.
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14. Click the Add button ﬂ on the LDMS toolbar.
15. Click the Enroll button on the dialog box that appears.

Note: Repeat the above steps for each unique control sample.

Entry i
Find OPID: I Loadi
| Groun | TYPE1 |
1 ~ |CONTROLNA|
2 | o
3 | =
_4_—{ =
e | =
[
Spec. Date: [10Aur2012 |2 Exp. Date: I” Remote e |
Recd . ™ Imported Culture Derivative I
Fec. Date: [10A41/2012 [ =] Time: [_:_ | EspotID: ||mpo,t date:
; Enter Specimen 1D
ﬂofTubes:l:I Frimary Type: !BLD :! Other Spec D | Spec. Time: | 00:00 Add | Delete |
| Soecimen# | Global Spec (D i | iti | | i Soec Time | Time | i i

5001 2000011

|

ﬁofAquuots:EI Yol 0 Units:l _V_I Derivative:l 'i SubAdda’Der:I VI Other Spec D Add | Delete! Modifyl CIearI
i | Global Spec D | Primary | Add | Der | SubAdd/Der | iolume Unts | Cond | Other Soec Id [ Giroup/ID | Detsils ﬂ
| 2 [500%12000012 | = ; COMTROL/372
3 |500v12000012 BLD HEP PLI =[N ] 1.00 ML COMTROL/372
4 |500v12000012 BLD HEP PL1 N/, = 1.00 ML COMTROL/372 ERD
__5j_ 500v1 2000012 BLD HEP FL1 N/, ] 1.00 ML COMTROL/372 ERD
£ |500W12000012 BLD HEP L1 N/, - 1.0/ ML COMTROL/372 Erp I~l
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Ordering the PK Assay

Bulk assigning of tests can be completed in the Assign Tests module of the LDMS. The Assign Tests
module can be accessed via the Tools listing on the LDMS menu bar.

1. Enter the Assign Tests module.

2. Click to highlight the Group data item and drag it into the Selection Criteria grid.
Define Group = Control.
3. Continue to add data items to the Selection Criteria grid, to define the specimens of interest.
4. Click Execute to populate the Select Samples listing with specimens satisfying the selection criteria.
5. Click to highlight the desired specimens, for which the PK assay will be assigned.
6. Locate and highlight the PK assay from the Select a test listing.
Display field categories: [~ Shipping W Specimen [~ Storage
Available Criteria [Drag to zelection box to add) — Selection Criteria
Field [ Lona D escriotion | Cateoom ‘_l Field | oo Walue 1=
Add. Time Additional time Specimen __] 1 |Group = |CONTROL Bl
Add. Time Unit Additional e unit Specimen | 2 |Specimen Date = = |10Mul/202
Additive Specimen additive type Specimen
Azzighed Test Test aszigned to gpecimen Specimen
Cell Count Tatal cell count $10°6 [primaries only) Specimen LI
Clinic: Clinic identifier Specimen 0
Condition Condition of specimean Specimen Criteria Sentence: |
Derivative Specimen derivative tppe Specimen L|
Select samples Load From File l
| Global Spec D | Groun | _PIDAD1 | Primar | Addiive | Derivative| Wolume | Vol Units | B
ROL Lac BLD HEP PL1 ML
WTROL BLD HEP PL1 ML
MTROL ELD HEP PL1 ML
MTROL BLD HEF FL1 ML
NTROL BLD HEP PL1 ML
| NTROL IC BLD HEP PL1 ML =
am : i
Select a test Frequently Used Tests I :_! Aszign Selected Test |
Category | Test Descr. | Min. Vol. | Units |Replicates
Cultures
DA PCR
Imnrnunology
Mizc.
P24 Antigen
LCl K f55ays
"] Viral Load RNG

7. Click the Assign Selected Test button. Click Yes to confirm test assignment to the specimens.
8. Click OK on the Success message.

Once the PK Control samples have been entered into the LDMS and the PK Assay has been assigned to
each control, the PK assay template can be designed.
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Setting up the PK Assay

Enter the Assay module by clicking on the Assays button (
from the Tasks listing on the LDMS menu bar.

+
on the LDMS toolbar, or by selecting Assays

1. Click on the plus sign (+) next to the PK Assays category.
2. Click on the plus sign (+) next to the design PK Assay template.
3. Click on the designed PK template.
4. Select the New Run/Not Setup radio button.
5. Click the Select button on the Assay Selection screen.
Assay Selection ] Preview 1 Results ]_
i’-\ssays J ’_}'Se\ect\omCIitena: = .
Frequently Used Assaps (last 360 days) o EKEV'EW-"Ed‘t * New RunNot Setup _"Selecmssay
e — = ri: IDeerslir;:;atefl_ln'af:ninate © Rung Mat Performed/Nat Teminated Bl ‘ T
5] P Assays Previous Runs Found =
= PKAﬁféTV RunlD | Run Date | Time | D escription | il
1D /LPY/RTY J
F1034
POA
PQ-EFV OMLY
v oo e = -
Specimen Search Criteria: earch Filters: Specimen Received Date: -
Fieldl '! Add Filker > l | Field | Operatar | Walue !il Use Dates: [
o I_LI &J B2 'LI Find Specimens:
vaue| Cleartl_| = Tor| 1042012 [ x|
Specimens Found: =
| Grow | 101 | 12 | Scec Date |GlohalSoeciD | Specid | OtherSoecID | Soec Time | Time | TimeUnt | Prim | Derv | Add | Received Daleii
‘ o
Fiecords Found: [ Records Selected: 0 Wnseleet Al | Empty Grid Add to R

Select Group = CONTROL in the Specimen Search Criteria.
Click Add Filter to add the criteria to the Search Filters grid.
Click the Find Specimens button.

. Click to highlight the specimens and controls of interest in the Specimens Found grid.
10. Click Add to Run.
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Assay Selection ] Preview ]
Assays: Selection Criteria:
IFrequenHy Used Assaps (last 360 days] j [l: Fieview/E dit % New Run/Mot Setup = Select Aszay
Temirate/ U rteminate i
Tulles 7| i " Ruris Not Performed ot Termirnated ‘ et
DN& PCR Previous Funs Found:
Imnmuralogy - —
Misc. Run ID | Run Date | Time | Crescription | ﬂ
P24 Antigen
E PK Assays
EIPK &ssap
APYARTY
IDW/LPYARTY
P1N3d _'_i ,',]
Specimen Search Ciiteria: Search Filters Specimen Received Date: -
Field +| AddFiter> Field | Ooerator | alue |~| UssDates: [~
0 From: hd
g m ﬂl 'J Find Specimens
Yalue Clear &l 5 Tor | 1042012 | x|
Specimens Found: =
| Groun | 101 | 102 | Spec. Date | Global Spec D | Specid | OtherSpecD | Scec. Time | Time: | Timelnt | Prim | Dew | Add |Received Date __‘J
2 |CONTR 55345 AB1E4 10Alan/2005  BEQO0T=4-02  SO0VOS000633 10.00 Hours FL1 EDT 11/)an/2005
3 |CONTR 50 0.00 n BLD | PL1  HEP 1f
o LGC BLD PL1  HEP 1
] i LacC BLD PL1 HEP 1C
B LGC BLD _PL1 HEP 10
Records Found: B0 Records Selected: 5 Unselect &l Select All Emnpty Grid Add to Run
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11. Click the Report button on the LDMS toolbar, if a Pending Specimen Report is desired. This Report will
display detailed information about the specimens on the template in addition to storage location

information. Print the report, if desired.

Pending Specimen Report
EFV

Storage Location + Positione CHEST § ACTG RACK fPK rB,001

Spec ID g:_:::_a:n SpecDate  PIDADM SIDAD3 Prim Add Der SubAD VID ?E.: Time J;T: OPID ReceiveDate
500412000012 BEQOOEEC-03  10AU20M2  LGC EF%25 BLD HEFP PL1 Ma 000 000 Ran 100Juli2012
StorageLocation + Positions CHEST f ACTG RACK JPK /001

500412000012 BEQOOEEC-01  10Mu2012  LGC EF25 BLD HEP PL1 Ma 000 000 Ran 100Juli201 2
Storage Location + Positione CHEST ¢ ACTG RACK fPH rA 001

500412000012 BEQOOEEC-04  10ML20M2  LGC EF%25 BLD HEP PL1 Ma 000 000 Ran 104Jul2012
StorageLocation + Positions CHEST f ACTG RACK /PR /D001

500412000012 BEQOOEEC-02  10Mul2012  Lac EF25 BLD HEP PL1 Ma 000 000 Ran 100Juli201 2

12. To result the specimens, click Run Now on the Preview screen. To result the specimens at a later time,

click Run Later.

Aszap Selection Preview ]
Run ID; 12872
Detection Platform:
OMTRO ] ;

|2 |CONTROL/372 Lac 50001 2000012 BEQOOGEC-04 000Ran 0000
|3 |CONTROL/372 Lac 50001 2000012 BEQOOBEC-01 10Aulf2012  000Ran 0000

4 |CONTROL/372 Lac 500112000012 | BEQOOBAC-03 10Aul/2M2  000Ran 1 00:00
4] | _>!—!

Run Mow Run Later Optiors |
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Entering PK Assay Results

. (3 .
Enter the Assay module by clicking on the Assays button (on the LDMS toolbar, or by selecting Assays
from the Tasks listing on the LDMS menu bar.

Click on the plus sign (+) next to the PK Assays category.

Click on the plus sign (+) next to the desired PK Assay template.

Click the Runs Not Performed/Not Terminated radio button.

Click Search on the Assay Selection screen.

Click on the row containing the run ID for the PK specimens you would like to result.
Click Select on the Assay Selection screen.

L

Azzap Selection ] Results ]

Flun 1D: 12672 Assay Date:

Detection Platform:

2 |CONTROLA372 0.00Ran 0000
3 |CONTROL/372 Lac 500v12000012 | BEQODESC-01 1042012 0.00Ran  00:00

4 |COWTROL/A372 Lac 500012000012 | BECQOOGEC-03 1042012 0.00Ran 0000

[ EFV (NG/MLI I

Calculates Spreadsheet View Options !

7. Click on the first specimen in the top grid. Enter the results for the sample in the lower grid.
8. Repeat step 7 for each specimen.

9. Enter the assay date of the specimens in the lab into the Assay Date field.

10. Select the appropriate Detection Platform from the combo box.

11. Click Calculate on the bottom of the Result tab.

12. Click Yes to continue calculating the assay results.
13. Enter the Tech Initials and Run Limits for each drug in the PK Run Limits dialog box. Click OK.

Tech Initials:lMWE

EFV INGAML | i 40004 1.1000}

4| | » I
] I Cancel
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14. A Success message appears. Click OK.

Note: Traditional View allows the lab to enter the patient results manually and will only show one patient’s
results at a time. Spreadsheet View allows the lab to view the entire run on one screen and resembles an

Excel format. The data can be viewed with the drugs reported in columns or rows. In Spreadsheet View, the
lab has the ability to manually enter results in individual cells or copy and paste results.

15. Click the Report button ﬂlon the LDMS toolbar to generate the Assay Result Report.

PK Assay Result Report

Assay Name: EFY

Reviewed by:

Run ID: 126872 Review Date:
Run Date: 10/ul2012 Tech Initials: MWWT
Drug Units Replicates Lower Limit Upper Limit Run Lower Limat RunUpperLimit User Censor 3
EF% MGML 1 0.500 1.000 0.50 1.00
Spec Time!
Gro rotocol PIDAD1 Spec Date Specid Global Spec 1D OtherSpeclD Time  TimeUnit SEQ _AddDer  Dru Conc Units Censors
CONTROL 372 [Rels 102012 500012000012 BEQOOESC-02 o000 0.00 Ran 1 HEP PL1  EFY% 1.000 MGML
COMNTROL 372 L@ 10Au2012 500412000012 BEGQOOGSC-04 0000 0.00Ran 1 HEPPL1  EFY 1.000 MGML
CONTROL 372 [Rels 102012 50012000012 BEQOOESC-01 0000 0.00 Ran 1 HEP PL1 EFY% 0.500 MGML
CONTROL 372 LaC 102012 500012000012 BEQOOESC-03 o000 0.00 Ran 1 HEP PL1 EFY% 0.500 MGML

Reviewing and Editing Pharmacology Assay Results

The Review/Edit screen allows you to:

e Recalculate All Censors
o View/Modify Run Lower Limits
e Display System Censors
e Display User Censors
Note: To allow the data to be available for statistical analysis purposes, the data must be reviewed.

1. Select the appropriate PK assay from the available assays listing.

Assay Selection ]

Preview

1 Eesults

Legays Selection Criteria;

IFrEquently Used Aasays (last 360 days) _'_] IE ?EViEW-"Ed"  Hew Select Assal
& © Burs ermirated
Cultures =] I Dpe Search
PNA PEIH Z‘ravigus Funs Found —I
mgcunu Pt RuniD | Fiun Date | Time Deescription i]
Mutation PCR
P24 Antigen
E PK Assaps
[EIPK Assa
B e .
2. Check the Review/Edit box.
3. Click Search. The Previous Runs Found grip populates with the available runs.
—&s2ay Selection Criteria:
¥ Feview/Edit  HewR Select Aszay
T atedlnterminate el e

APIRTY

22482005

Description

4. Select the desired run and click Select Assay. The assay results display.
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5. Review the results and enter the Reviewed by initials, Reviewed Date, and any desired

Comments.
6. Click Save on the LDMS toolbar.
Fur D: 12128 fissay Date:
GrouoPrat | PIDADT | Snoecld _Glohal SoeciD | OtherSceclD | SoecDate | Time | SnecTime =
== _|CTGJA51? DEGAaGE BODVS000033 KIJEIDF"K Z3Ma2005  0.00Tr 1.2
3 |ACTG/AS17S nEaagaa 500V05000093 | KEQODOZK-D 23Ma2005  000Tr  11:22

| APV ING/MLI | Censor | BTV ING/MLI | Censor R
| MaZ | 150.000] (L]
| _'I’I
Reviewed by: IMWE Reviewed Date: | 06Alans2012 L'_i Spreadshest Wiew Options |
Comment: IEnter ahy desired comments in this field.
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