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Prolis Results

PROLIS RESULTS

The resulting routines in Prolis, are used to apply the analysis values to the tests performed on the
specimens and those of the controls run with the analysis. There are 2 routines for resulting context. The
manual Result Entry & Review and the Apply Results for the testing performed on the automatic instru-
ments and the results downloaded to Prolis using the interface.

Result Entry & Review

The routine is used to result controls and specimens for the manual tests, review the results for correct-
ness, commenting the results and finally release the results. This routine is also aimed to be used to
result the manual descriptive analysis like cytology and or microbiology.

Results Entry & Review
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Control Accession Switch: This button is clicked to switch the routine to enter the results for
the controls and those of the accessions. The display status of this switch, controls the functions of the
other parts of the routine. For example if this switch is displaying ‘Quality Control’, the Release All button
will release the results of controls, the Hold All button will hold the results of control, the ‘Save’ button
will function in the control context and so on.

Save Button: This button is clicked to save the changes made by the user both for the accessions
as well as the controls.

Release All Button: This button is clicked to mark the displayed results of accession or control, to
be released. The accession results can not be released until the applicable batch is not validated. The
batch is validated by entering the results of the controls first and released. If the control values are within
range, the batch is validated upon saving the last control results. See the procedural note for detail, later
in this chapter.

Hold All Button: This button is clicked to mark the displayed results of accession or control, to be
held for any reason. Held results can not be reported in reports, Client Service or in Outreach.

Cancel Button: This button is clicked to exit the routine.

Help Button: This button is used to access the online help.

Batch Run Date Batch Name Control or Accession Load Button
Run Date L Batched Run Control
2/14/2009 w]| [CBC-02/05/2003 04:57 AM v | [cBC Nomal v
Validated? Cwemde Valid % Release Status Edited/Feleased By Last Edited On/At
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Batch Status Validation Override Release Status Current User Time of last change

Batch Run Date: This date field is used to filter and access the batches in the system. This field is
effective only if the Control or Accession drop down box is empty.

Batch Name: This drop down box holds all the batches run dated the value of previous field. This
field is populated according to the date selected in the previous field or is populated on the priority bases
, making the base to the value of Control or Accession field on its right.

Accession or Control drop down: This drop down is populated if any batch is selected in the
Batch Name drop down (previous field). If the Batch Name drop down field has no batches populated or
with batches present but none selected, this field behaves like a free text box. The user can type any
accession in it to fetch the results form. But if the batch is selected in the previous field, this drop down is
populated with either the set of controls ran with the selected batch or with all the accessions contained
in the selected batch. The user can select any accession or control from within this drop down to fetch
the result from.
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Load Button: This button is clicked to fetch the results or results form of the control selected in the
previous field or the accession either selected or freely typed according to the situation.

Batch Status: This field displays ‘Yes’ if the selected batch has been validated. That means the
control results have been entered and are in to get the batch validated. The field will say ‘No’ if the se-
lected batch is not validated which means the user can not release the results of any accession ran un-
der the selected batch. The has no access to this field.

Validation Override: This drop down field is applicable to the batches ran for the multi-test analy-
sis. For example CBC and the general chemistry. The percentage values within this drop down are cal-
culated based upon the total number of analytes ran for the batch, not available on the instrument. For
example, on a chemistry instrument capable of running 28 chemistry, if only five tests have been run on
all the accessions, the percentage values within this drop down will represent only five tests, not 28. If
Prolis is controlling the instrument via bi-directional interface, only five tests will be ordered to the instru-
ment for all control levels thus supporting the reagent conservation.

Through this field, Prolis provides you the flexibility to validate the batch by offering you the option of
lowering the percentage value of controls being in the range, to accommodate any malfunctioning chan-
nel. PROLIS strongly suggests to document the cause of lowing the percentage. The percentage should
not be lowered to override the situation of controls being out of range. The intended cause to use this
field covers only a malfunctioning channel or the reagent outage.

This field is available only while entering the results of controls, not when processing the accession.

Release Status: This field displays the number of released results.
Current User: This field displays the logged in user.

Last Edit Time: This field displays the date and time of the last change made to the control or the

accession.
1 2 3 4 5 6 7 8
( AN | ) ( AN N [ AW AW )
Analyte Mame J Eesuh J gFIag ) U\In:nrrnal [Hange}J History | | Mote RTF Felease || ™
WEC 3.35 N 315-115 \ ﬂJ\ ﬂJ\ = H )
REC 49 N 42-55 & pd =
Hemoglobin 168 N 12-17.1 & & =
Hematocrit 27 L 35-50 i & =
MCV 57 N 20 - 100 & 1 =
MCH 29 N 77-33 ] | =
MCHC 34 N 32-36 & & =
Lymphocytes 43 N 10-50 & pd =
Monocytes 6.78 N 2-8 i & =
Granulocytes 56 N 37-80 & i =
Eosinophil 6.90 N 1-8 & & =
RDW 145 N 11-155 & pd = "
< - § ' »




Prolis Results Results Entry & Review

Result Grid: This multi-column grid displays all the tests for the selected control or the selected
accession along with the result column, the flag, the history column, the Note column, the RTF column
and the Release column.

1 - Analyte Name: Asis obvious from the name, this column displays each analyte in the Control
or the Accession.

2- Result: This column is built on the fly as each cell Aais Name oot ]
has different characteristics. Analytes with numeric results —
have this corresponding free text box where you can enter || THINFREF PAP Negative il
a free text. For a non numeric text, system will warn you but || | jine Cuture [ |

will accept the entry. Analytes with the Choice type results
have the corresponding cell with the drop down box popu-
lated with the all possible selectable results thus no room
for errors. The snapshot on the right side is showing all
possible values configured for the analyte ‘Urine Culture’
where the user can select any value.

Mo Growth
10.000
50,000
==100,000

3 - Flag: This column contains the value indicating status of the Control or the accession. For con-
trols, the options are ‘IN’ or ‘OUT".

For the accession, options are ‘N = Normal’, ’A = Abnormal’, 'L = Low’, 'H = High’, ‘P = Panic’, ‘LP = Low
Panic’, ‘HP = High Panic’

4 - Normal Range: This column lists the normal range.

5 - History: The button in this column is clicked to calculate the history of the corresponding analyte.

6 - Note: The buttons in this column are used to enter any comment about Has Comment Mote

the corresponding test. After the user enters the comment for the test result, A %
the color of the button is changed. =

No Comment [~ ﬂ

. - RTF
7 - RTF: The RTF column is used to enter the descriptive result for the Has Result  ~dr——=
corresponding analyte. Like the previous field, if underlying field has the de- ™
scriptive result, the color of the button will be changed. No Result > =[]

8 - Release: Each check box in this column, is used to release or hold the result of the correspond-
ing analyte for the applicable control or the accession.

Procedural Note

The routine makes accessions accessible only upon batching the accessions governed by various
analyses set up in the system. This routine is intended to be used to enter the results for the analyses
run manually. Though results produced by automatic instruments, can be entered using this routine.

1. Click the Accession/Control Switch to select the Quality Control.

2. Enter the appropriate date in the Batch Run Date field that will populate the available batches in the
Batched Run drop down.

3. Select the desired batch that will populate the controls ran for the batch. For example CBC.

4. Select the first control the results of which you need to enter. For example Low Control.
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Click the ‘Load’ button that will display the result form to enter the result.

Enter all the results. Type in the numeric results and select in the Choice type results. A check is
placed in the corresponding ‘Release’ field of the analyte automatically. This check does not release
the result but simply marks the result to be released upon saving.

Adjust the Validation Override percentage according to your situation.

Save your entries by clicking the ‘Save’ button. The system will ask you to digitally sign the results.
Sign it.

Repeat this process for all the controls in the batch. When the last control (of the required no. of vali-
dating controls) is saved, the system validates the batch provided a required number of results are
in range for each control.

Note: The number of controls required to validate a batch, could be equal to or less than the total
number of controls assigned to the analysis. Following is a matrix indicating the regulatory requirement.

10.
11.
12.

13.
14.

Total No. of Controls assigned Required minimum no. of Validating Controls

0

1

2

2o0r3

2 or more
3 or more
3 or more

OO wWN—=O

Though system requires the results of validating number of controls only but it is recommended to
enter the results of all assigned controls for the analysis.

Click the Accession/Control Switch to change its mode to the accession which will populate the ac-
cessions ran for the batch.

Select the first accession and click the ‘Load button.

Enter the results of all the displayed analytes.

To enter a comment for a specific analyte result, click the corresponding ‘Note’ button that will open
the following displayed comment entering dialog.

Type in the comment as a free text or ) Result Note
click the ‘Phrase Lookup’ button to se- |;

lect any existing saved phrase inthe | b= | P el
system. The selected phrase can be

[ (&, Phrase Lookup I

Q Phrase Look Up

| T Phrase | &) Cancel | Help

The test was repeated to confirm to in panic range
Search
Phrase ID Search Tem

Phrase D [~

ID Key Phrase
neg Negative
pos Postive

1

2

3 nonr Non-Reactive
4 reac Reactive

5

negpap SPECIMEN ADEQUACY: Satistactory for evaluation. T

edited without affecting the saved one. The comment is 250 characters or less.
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Save the comment you just entered by clicking the ‘Save’ button that will close the comment
dialog but after saving your entry.

If you need to remove the previously entered comment, simply access it by clicking the
‘Note’ button in the main routine. Select the comment text and erase it followed by clicking
the ‘Save’ button.

If you need to enter a descriptive result with possibly any image or a picture. Click the ‘RTF’ button
which will open a sub routine as shown below.

The Extended Result | 2 Extended Result
Routine has some char- | [ds== | |B 7 U [E]|= == |A B3] 21k

acteristics of a word
processing application. | @ Pheselockp |
You may enter the de- _ : :

scriptive result as a free SPECIMEN ADEGLACY: Eﬁtcllsofggtr\?g;ﬂ’:ﬁ:flgﬁg& zone component absent.

form text by typing di- |
rectly in the space pro-
vided or pull and paste
any of the saved
phrases by clicking the
phrase lookup button.
You may rearrange the
present text in the field
with the help of various buttons in the top function bar.

You may insert an image in to the descriptive result by using the appropriate button.
Click the ‘Save’ button to save the result and close the sub routine.

%Extended Result
ibsae |F B 7 U | ENEERr |

AR BEE 0 DE .

Font Selection button.

To make the selected text “Bold’ or ‘Regular’.
To make the selected text “Italic’ or ‘Non Italic’.
To underline the selected text or change back.
To left align the text.

To center align the text.

To right align the text.

To create a bulleted list.

To change the color of the text.

To insert an image from a file.

To capture an image from a twain compatible device.
Help button.

RESULT INTERPRETATION: Megative for interepithelial lesion or malignancy.
DESCRIPTIVE COMMEMNTS: Patient L.M.P.. required for proper interpretation.

FXCTIENMMOO®>

16. After you are done entering the results, click the save button. If the results are marked to be re-

leased and the accession controlling batch is validated, you will be asked to sign the results. Sign it.
The results will be saved and available to be reported.

17. Please note that results will be saved for the batches not validated but not released even if marked

to be released.
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Apply Result

Thi

s is an optional routine and is provided as a part of the Equipment Interface, to achieve the automa-

tion. The routine is used to apply the results downloaded from the equipment, to the controls and acces-
sions ran in the batch. The routine provides a very high level of automation but a very limited control of

the

—
—

??

result manipulation to the user.
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? Clear Buffer Overwrite Results ? Force Validate Clear Target List

:

Accession/Control Switch: This button is clicked to change the routine mode between
Control and the Accession. The display status of this switch controls other functions of the routine.

Process Button: This button is clicked to execute the apply process, after selecting and
specifying all the parameters.

Cancel Button: The button is clicked to exit the routine.
Help Button: The button is clicked to access the help.

Run Date Field: This field is if provided the date value with, used to filter the downloaded re-
sults by the date in this field.

Equipment: The drop down box is populated with the names all equipments with the
downloaded results in to the buffer, from.
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7. Batches: This drop down box is populated with all available batches upon selecting the equip-
ment in the ‘Equipments’ drop down. The routine can display the buffer contents of the downloaded
results for the equipment selected in the previous field but results can not be applied if no batch is
selected in this drop down.

8. Validated: This field displays the validation status of the batch selected in the previous field.

9. Controls: The field displays the total number of controls assigned to the analysis, not the vali-
dating number of controls.

10. Load Button: Click this button to display the buffer contents of the downloaded results.

11. Sample ID Column: The column displays the equipment assigned Control ID or the equip-
ment operator assigned Control ID or the equipment operator assigned accession ID or the acces-
sion ID read by the equipment’s barcode reader or the equipment assigned sample ID. The later is
retrieved by the Interface if the accession ID was not entered by the operator or not available for any
reason.

12. Run Date Column: The column displays the equipment run date.

13. Control ID / Accession ID Column: This column is accessible by the user and is to enter
the Control ID if the routine is in the Control mode and is for entering the accession ID if the routine
is in the accession mode. The column heading display the appropriate required ID (Control or acces-
sion) according to the current mode.

Note: For an analysis with one control, the ID is always 1. For the analysis with the 2 con-
trols, the IDs are always 1 and 2. For an analysis with the 3 controls, the IDs are 1, 2 and 3 and
SO on.

14. Clear Buffer: If a check is placed in this field prior to executing the apply process, the
downloaded result buffer is emptied.

15. Overwrite Results: If checked, makes the routine overwrite the existing results regardless of
their release status.

16. Force Validate / Release Non Panic: This mode dependant field is used to instruct the
routine to validate the batch if the control results are in range and the routine is in the Control mode.
If the routine is in the Accession mode, this field instructs the routine to release the accession results
if the result is not in the panic range and the applicable batch is validated.

17. Clear Target List Button: The target list is the Control ID / Accession ID column which is
populated automatically if the equipment in question is supplied with the accession numbers manu-
ally by the operator or read by the barcode reader and the Control ID are the same as adopted by
Prolis. Otherwise this list has to be filled by the user. For any reason, if this list needs to be cleared,
clicking this button will clear the list.

18. QC Column: For the Control mode, the whole column is checked automatically but for an ac-
cession mode, a checked entry indicates that the results set of the corresponding Sample ID was
recognized as a control and was run accordingly.

Procedural Note
The routine can only be used if you have one or more Equipment Interfaces installed and operational.

Click the Accession/Control Switch to select the Control mode.

Select the Equipment you want to apply the result for. This will populate the available batches.
Optionally you may type in the date of the equipment run.

Click the ‘Load’ button to display the available results.

Fill the target list if the Control IDs are not there already. Your entry in the target list should be equal
to the number of controls indicated in the # 9 field ‘Controls’.

aopwDO~
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6. Place a check in the field ‘Force Validate’. Do not check the ‘Clear Buffer’ as it will clear the buffer
after applying the control results if checked.
7. Click the Process button.

Enjoy the Prolis automation.

8. Check if the batch in question has been validated. If ‘Yes’, skip the following manual validation but if
‘No’, follow the "Manual Validation Procedure’.

Manual Validation Procedure

Access the Result Entry & Review Routine

Select the Control mode

Specify the date in question and select the Batch in question.

Select the first control and display the contents by clicking the ‘Load’ button.

Browse the cursor through all the results to check for the control result falling out of the

range.

e Determine the cause, fix the problem if possible. It is assumed that the operator might
have run the accessions after making sure that all the controls are in range. After this as-
sumption, there could be only a minor problem that is out of the scope of re-running the
batch.

e Adjust the Override Validation percentage and click the Save button.

e Repeat this step for all the controls. At least for the validating number of controls until
your batch is validated.

9. Switch the routine to the accession mode.

10. Select the Equipment, you process the controls for.

11. Select the same batch already processed the controls for.

12. Click the Load button to display the buffer with the downloaded results.
13. Fill the target list with the accession IDs if not already there.

14. Place a check in the field ‘Release Non Panic’. Do not place the check in the ‘Clear Buffer’ field.
15. Click the process button.

16. If no error, repeat above steps to display the buffer.

17. Click the button ‘Clear Target List’.

18. Place a check in the ‘Clear Buffer field.

19. Click the Process button.

Done!
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