Implementation and E

of Sort Order Function
Validation and Deri
Procedures

REMIER .)
RESEARCH




Implementation and Benefits ot}

Order Functionality for Validatic
Derivation Procedures

Philip Parker
Sirisha Mareddy

Premier Research Group Limited

October 2011

REMIER .)
RESEARCH




* Purpose of this presentation is to highlight the
benefits and correct use of Sort Order functionality in
procedures.

* Provide guidance and examples on using the Sort
Order Event and Extension sections in procedures.
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* Present problem Sort Order is intended to solve.
* Review the looping structure of a procedure.

* Explain the difference between the Event and
Extension Sort Order.

* Provide examples where the use of the sort order
IS highly effective.

 Qverview of Sort Order.
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Problem

« Data entry in Log or Dosing type pages often is not

In chronological order.
DOSING RECORD:
[ ]NOT DOMNE

Start date (dd-MWM-yyyy) | 15-721-2011  [Stop date (dd-MM r-.-1-y-y-ﬂ-j|: 20-JEN-2011 |

Number of tabs taken per day: 2

[ |NOT DONE

Number of tabs taken per day: 3

| |NOT DONE

Number of tabs taken perday: 1
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Sort Order Solution

 When Properly applied, Sort Order can pre-sort
data.

Pre-Sort Post-Sort

[15-gzm-2011 |

| 20-gzn-2011 |

IlD—JEH—EDll |

+ This streamiines/simplifies procedure logic ey
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Looping structure for procedure with

then one Question Group

* In this example procedure retrieves records from two QGs.

QG A Visit1=> QG A loop open
QG B Visit1-» QGB loop open
Detail Expression(s) executed

QG B Visit 2
Detail Expression(s) executed = QGB loop close
QG A \Visit2->

QG B Visit1 = QGB loop open
Detail Expression(s) executed
QG B Visit 2

Detail Expression(s) executed = QGBE loop close
=2 QG A loop close
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Sort Order: Event and Extension

 Defines the order in

which data will be Question Groups for V_ADVERSE EVENT COMMENT -
retrieved and Aliag - l--'-i-rstEwEnt RangELast T Eventsm Qrg:tren5|nnblgesrt1;t|_g?1tly %eﬂigt
evaluated. a5 RocM visiT_f[Res Reea | o
D RDCH VISIT_NIf [RES REPEA | .
« Sort Order Event | L.
section (inner most | _
Sort Order). I F
| o
« Sort Order | _
Extension section | r
used for additional | | o
sorting of data. { | 1
Back | Save | Questions ‘ Correlating Questiuns| Custom Code |




Sort Order: Event

Question Groups for VH_LAB_URIN_LBL3_MICROSCOPIC

=00 DT TR ] O A A A A A A

bt Range ——-> <~ Sort Order ~———> First/Last

Last Event Extension  Event Only
¢ Find|% — VSN (RDCM.QUAL
Defaulted Value ) / ROCWM.MISIT_NI- RDCM.QUAL
T TOET =
 ROCMISIT_NUMBER ASC RDCM.SUBEVENT_NUMBER ASC, ROCM.VISIT_NIROCM.QUAL

ROCMMISIT_NUMBER ASC RDCM.SUBEVENT_NUMBER DESC,
RDCMMSIT_NUMBER DESC RDCM SUBEVENT_NUMBER ASC,
ROCMMSIT_NUMBER DESC,RDCM SUBEVENT_NUMBER DESC,
ROCM.DCM_DATE ASC,RDCM.DCM_TIME ASC,
RODCM.DCM_DATE ASC,ROCM.DCM_TIME DESC,
ROCM.OCM_DATE DESC,RDCM.DCM_TIME ASC,
ROCM.DCM_DATE DESC,RDCM.DCM_TIME DESC,

Visit Number, Subevent Number

DCM Date, DCM Time

Find | QK | Cancel |

PREMIER
RESEARCH
9




Example Procedures using EVENT Sc¢

Order

« Create a procedure to fire if stop date of current visit is not
equal to start date of next visit for a dosing module.

Single  Create

Alias | DCM DCh Damain DCh Ques Reneat  Flace E— Correlate With e >
A DOSING TEST_ARS \DOSE m.ﬁun Holder 7 Vs Event  Qualf. Quest Clualifying Expression
Al :
B |[posinG TEST_ARS |DOSE vl T . | ASTOP_DATE s not
I I I i vl Ol |r  ed [ | BSTART_DATE is not
! | |_ Ensures only Highest and Lowest value | | | [, |
| | | | Previous (A) visit Stop Date is
| | | | compared to NEXT (B) visit Start Date
|
I I I I - - [ Bothvaluesare NOTNULL
q M r [ 1§
| | _ r | | r
tack | Save | Cuestions | Correlating Questions | Custom ( n r r
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Example Procedures using EVENT So1

« Sort the data in the ascending order of DCM_DATE and
DCM_TIME using Sort Event function of the procedure.

RDCM.DCM_DATE ASC,RDCM.DCM_TIME ASC,

Aggre- Primary = Event Range ------- B e Sort Order ----mmmmo- >
J Gluestion Group gate?  Refer? First Last Event Extension
SH e eI e e eI ST eI IC e " FI D i T'-.-'1. D [:: T'-.-'1 El. HES HEFIE ."IJ"

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr

— RDCK. DCMW_Dy  RES REPEA

SEYRDCM.ODCM_DATE ASC RDCM.DCM_TIME ASC,
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Example Procedures using EVENT Sox

Order

« Data in OC before applying Event Sort Order:

Subevent0: DCM DATE 501-JAN

(Start Date: 01-JAN, Stop Date: 05-JAN)
Subeventl:DCM DATE 510-JAN

(Start Date: 10-JAN, Stop Date: 15-JAN)
Subevent 2: DCM DATE H20-JAN

(Start Date: 20-JAN, Stop Date: 25-JAN)
Sub event 3 : DCM DATE =|05-JAN

(Start Date: 05-JAN, Stop Date: 10-JAN)
Subevent4: DCM DATE =|15-JAN

(Start Date: 15-JAN, Stop Date: 20-JAN)
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Application of Sort Order

Subevent0: DCM DATE 501-JAN

(Start Date: 01-JAN, Stop Date: 05-JAN)

Subeventl:DCM DATE @

(Start Date: 10-JAN, Stop Date: 15-JAN)

Sub event 2 : DCM DATE @

(Start Date: 20-JAN, Stop Date: 25-JAN)

Subevent 3 : DCM DATE =@

(Start Date: 05-JAN, Stop Date: 10-JAN)

Subevent4: DCM DATE =@

(Start Date: 15-JAN, Stop Date: 20-JAN)
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Example Procedures using EVENT Sox
Order

« Sort Order along with Correlation of visits would result in the
following.

* QG A - Subevent 0 (Stop Date = 05-JAN)
QG B - Subevent 3 (Start Date = 05-JAN)

« Detall executed (No Discrepancy)

* QG A - Sub event 3 (Stop Date = 10-JAN)
« QG B - Subevent 1 (Start Date = 10-JAN)

» Detall executed (No Discrepancy)
QG A - Subevent 1 (Stop Date = 15-JAN)

* QG B - Subevent 4 (Start Date = 15-JAN)
* Detall executed (No Discrepancy)
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Sort Order: Extension

Question Groups for VH_LAB _URIN_LBL3 MICROSCOPIC

Aggre- Primary =7 Event Range »oa ol 0] 1 T —— * Fir
rup  gate? Refer? First Last Event Extension =
Find|R% LI

Default Value

ROCMMISIT M

| T
. RES.REPEAT SMASC

| OO

ROCMMWISIT_NI |RDCW. QUAL
ROCMMWISIT_ NI | RDCH. QAL

ROCM QUALIFYING _VALUE ASC RES.REFEAT_SM DESC
ROCHM.QUALIFYING WALUE DESC RES.REFPEAT_SM ASC
ROCHM.QUALIFYING WaLUE DESC RES.REFPEAT_SM DESC

Repeat Number ONLY

Qualifying Value AND Repeat Number

Find (] 4 Qancel)}
Jack Save Guestions = Correlating Questions Custom Code

« The Extension Sort Order adds additional sort criteria to the
Inner most sort by selecting one of the options from the pick

list.
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Sort Order : Extension

Question Groups for VH_LAB _URIN_LBL3 MICROSCOPIC

Aggre- Primary < Event Range R Sort Order - = Fir
rup  gate? Refer? First Last Event Extension =
LI . ROCMMSIT M SR = =

DChW.QUAL
_NIEROCK. GLAL

L. L] ROCM.MSIT,
L. L] RDCM,

AE_STOP_DATE ASC,RES.RE %T_SN ASC
AE_STOP_DATE DESC,RES.REPEAT_SN ASC

Find | o Qancel)}

Jack Save Guestions = Correlating Questions Custom Code
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Lowest/highest value from a repeating

Example : Create a procedure that compares Iif the latest
Stop Date of this visit is before earliest Start Date from the

next visit.

Stop date (Visit1 = QG A)

PREVIOUS DRUG TREATMENT FOR PRIMARY DIAGNOSIS

] nonE

Drug Name (Generic preferred but use brand name for combination product):
TYLENOL

Start Date 02-JRN-2008 Stop Date 10-JAN-2008

(dd-MMM-yyyy )

Drug Name (Generic preferred but us
TYLENOL

e brand name for

ombination product);

Start Date
(dd-MMM-yyyy):

10-0CT-2008

Stop Date

14-0CT-2008

Drug Name (Generic preferred but us
IYLENOL

e brand name for

ombination product);

Start Date
(dd-MMM-yyyy )

Stop Date

Drug Mame (Generic preferred but us

IYLENOL

& hrand name for

ombination product);

Start Date
(dd-MMM=yyyy):

0

03-MAR-200¢

Stop Date

08-MAR-2008

17

Start date (Visit2 =QGB)

PREVIOUS DRUG TREATMENT FOR PRIMARY DIAGNOSIS :

(] moME

Drug Name (Generic preferred but use brand name for combination product):
TYLENOL

Start Date 2008 Stop Date

{dd-MMIM-yyyy):

11-NOV-

15-NCW-2008

{d-RMM-yvyy )

Drug Name (Gen|
TYLENOL

eric preferred but uss

krand name for combination product):

Start Date
{dd-MMIM-yyyy):

18-0CT-2008

Stop Date
{d-RMM-yvyy )

Drug Name (Gen|
TYLENOL

eric preferred but use

krand name for combination product):;

Start Date
(dd-MMM-yyyy):

12-DEC-2008

Stop Date
{dd-MMM-yyyy):

16-DEC-2008

Drug Name (Gen

IYLENOL

Eric preferred but us4g

krand name for combination product):

Start Date
{dd-MMIM-yyyy):

01-JAN-2009

Stop Date
(dd-MIM-yyyy )

05-JaN-2009
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Lowest/highest value from a repeati

SR e e T e e T e e e e | Highest Stop Date (Select the first value from Descending list) L Ax
ETOP_DATE DESC R on Lroups tor V_EXTENSIUN TEST

- - 1) o g

zingle | Create

= Sort Order e = First/Last = ~=:-. -------- Correlate YWith
Extension Ewent Only Only? | Holder ? Alias  Ewvent Clua
STOP_DATE 4 | O
B RODCMAVISIT MLy START _DATI [wA. L. A MEXT

Editar

START_DATE ASC E

- [ ]! e A

Lowest Start Date (Selectfirst value from Ascending list)

Back  Save Cuestions  Correlating Guestions Custom Code
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Sorting NULL values before/after all ot

values in repeating QG.

« Example: Create a procedure to check if all start dates
are entered.

PREVIOUS DRUG TREATMENT FOR PRIMARY DIAGNOSIS :

[ ] noNE

Drug Name (Generic preferred but use brand name for combination product):;

TYLENOL

Start Date 02-FEB-2009 Stop Date 10-FEB-200% D Ongoing
(dd-MMM-vyyy): (dd-MIM-yyyy:

Drug Name (Generic preferred but use krand name for combination product): REPE&t 2 S-tEII"t d EItE 15 NULL
TYLENOL While Ongoing is checked

Start Date Stop Date Ongoing
(A d-MIMM-yyyy {dd-RMM-yyyy):

Drug Name (Generic preferred but use brand name for combination product):
TYLENOL

Start Date 04-APR-2009
(dd-MMM-yyyy):

Stop Date 08-APR-2009 [ ] Ongoing
{dd-RIMM-yyyy):

Drug Name (Generic preferred but use brand name for combination product):;

Repeat 4 no data entered = blank repeat

Start Date Stop Date [ 1 Ongoing
(dd-MMM-vyyy): {dd-RIMM-yyyy):
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Sorting NULL values before/after othe

To place NULL values before all other values

« Put <question name> (ASC/DESC) NULLS FIRST,
RES.REPEAT_SN(ASC/DESC) in Sort Order — extension.

To place NULL values after all other values:

« Put <question name> (ASC/DESC) NULLS LAST,
RES.REPEAT_SN (ASC/DESC) in Sort Order — extension.

Remember to NOT include an alias with the question
Check “Single repeat only”

* Only if you wish to check only the first value sorted.
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Sorting NULL values before or after al

other values in repeating QG.

Hmmemmennees Sort Order —-oeoeeees > First/Last HSS;]!HE':,[ Elraestee
Event Extension Event Only Only?  Holder ? b4 Waintain Study Validation Procedure (Study: TEST_ARS)
HDCMVISIT_Nl RES REFEA IE . |:| Details for Procedure V_EXTENSION_TEST2
HDCMV'S'T_NI S TART DAT @ E Orderd# Expression
= [B.START DATE is NULL

Only one value must be NULL for procedure to fire

NULLS FIRST - Puts NULLs before all other values

E Ij Itl:l r rrrrrrrrrrrrrrr (o e e 0 e e e e L

START_DATE ASC MULLS FIRST,
RES. REFEAT_SMN ASC

-

Dk

HRRNI

il

1]

« Significantly reduces processing time
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« Sort Order simplifies the logic of a procedure

« Sorts Events, Subevents, Qualifying Values, Repeats, and
Individual questions.

« Powerful tool when dealing with Log and Dosing type DCMs
with large numbers of repeats.
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Thank You

Philip Parker

Database Developer, Premier Research Group Limited

Philip.Parker@Premier-Research.com

Philip is an experienced Oracle Clinical database developer, specializingin
Procedure Programming and User Acceptance Testing scriptdevelopment. He
has been with Premier Research since 2010 and is happy to be attending
OHSUG for the firsttime this year.
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