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What Is an Oracle Clinical
Procedure?

Definition => Validation Procs => Procedures

’Eg Maintain Study Validation Procedure (Study: ASD0553_00)

Procedure Definitions
Fracedure Marme Darmain Yarsion Status  Ewxec Context Description Category
“ |v_DEMOG_OTHER_SPEC| |ASDOS53_00 0 A |OFF-LNE (Check Choice OTHER is consistent with OTHER_SPECIFY | |1-EVENT 1-DC
| | [ N N | |
| | Il N | |
| | | N N | |
| | | N N | |
| | Il N | |
| | e | |
| | | N N | |
| | [ B | |
- | | [ N N | |
1| | 3
Exit | Sa'ure| Change Study | Q-Grps| Details | Sys Vars | | User ‘U’ars| Custom Code
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What Is an Oracle Clinical
Procedure?

Definition => Validation Procs => Procedures

Procedure Definitions
Fracedure Marme Darmain Yarsion Status  Ewxec Context Description Category
“ |v_DEMOG_OTHER_SPEC| |ASDOS53_00 0 A |OFF-LNE (Check Choice OTHER is consistent with OTHER_SPECIFY | |1-EVENT 1-DC
| | [ N N | |
I I ma I
]
| | — |It's a program! |
| | m e, | |
| | e | |
| | | N N | |
| | [ B | |
- | | [ N N | |
1| | 3
Exit | Sa'ure| Change Study | Q-Grps| Details | Sys Vars | | User ‘U’ars| Custom Code
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What Is an Oracle Clinical

Procedure?

e Procedure templates are completed

e Procedure iIs “generated”

create orreplace package RRCPD_1_0as

£ cursor for getting DEMOGRAPHY Production =/

cursorA_CUR(

I_PATIEMT_POSITION_ID in RECEIVED_DCMS PATIENT_POSITION_ID%TYPE,

I_BEGIN_YISIT_NUMBER in RECEWED_DCMSWISIT_NUMBER%TYFPE = RHCPDSTD.C_BEGIN_VISIT_NUMBER,

I_EMD_YISIT_MUMBER in RECEMWED_DCMSMSIT_NUMBER%TYPE = REXCPDSTD.C_END_VISIT_MUMBER) is

select F+ ordered use_nl{RDCM RES)

index(RDCM RECENMED _DCM_UIK2_|D) *
ROCM RECEIWED_DCM_ID,
RDCM.RECENWED_DCM_ENTRY_TS,
ROCM.INVESTIGATOR_ID,

and

RDCM.SITE_ID,
RODCM.DCM_ID,
RDCM.DCM_SUBSET_SN,
RODCM.DCM_DATE,
RODCM.DCM_TIME,
RDCMACTUAL_EVENT_ID,
RDCM.LAB_ID,

A PL/SQL Program is
Ccreated!

RDCM.LAB LAB,

RODCM.LAB_RANGE_SUBSET_NURM,

RODCM.QUALIFYING_VALUE,

RDCM.SUBEVENT_NUMBER,

RODCM.CLIN_PLAN_EVE_ID,

RODCM.CLIN_PLAN_EVE_MAME,

RODCMVISIT_NUMBER,

RES.REPEAT_SN,
max(decode(RES.DCM_QUESTION_ID,4001,5ubstr(RES. VALUE_TEXT,1,20),null)) RACE,
max(decode(RES.DCM_QUESTION_ID,4001,substr(RES. EXCEPTION_VALUE_TEXT,1,203,NULLY) RACESEXC VAL,
max(decode(RES.DCM_GUESTION_ID, 4001, RES.RESPONSE_IDNULLY RACESRESP_ID,
max(decode(RES.DCM_QUESTION_ID,4001,RES.RESPONSE_ENTRY_TS,MULLY) RACESENT_TS,
max(decode(RES.DCM_QUESTION_ID, 4201, subst(RES VALUE_TEXT,1,20),null)) OTHER_SPECIFY,

max{decode(RES.DCM_QUESTION_ID 4201, RES.RESPONSE_ID MULLY OTHER_SPECIFYSRESP_ID,
.max(decode(RES.DCM_QUESTION_ID,4201 ,RES.RESPOMNSE_ENTRY_TS,MNULLY) OTHER_SPECIFYSENT_TS

max{decode(RES.DCM_QUESTION_ID 4201, substr{RES EXCEPTION_WALUE_TEXT, 1,200 MULLY) CTHER_SPECIFYEERC WAL,
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To get the most out of OC Procedures
you need to understand the structure
of the program you create
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Review of PL/SQL Concepts

e Detailed knowledge of PL/SQL syntax is not
required for understanding the overall
program structure

— However, knowledge of PL/SQL cursors and of
the PL/SQL Package structure is required

ABQPHARM 7
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PL/SQL Cursors ...

In SQL*Plus, a “select statement”
retrieves an entire set of records:

SQL> select patient, patient_position_id from patient_positions;

PATIENT PATIENT_POSITION_ID

100
101
102
103
104
105
106
107
108
109

5001
5101
5201
5301
5401
5501
5601
5701
5801
5901

Cursors also retrieve of a set of
records; but, unlike SQL*Plus,
cursors allow access to one record
at a time for procedural operations
on data within the record

Inside Validation Procedures



PL/SQL Cursors ...

e Cursors are objects in a PL/SQL program

e To use, cursors must be

Declared (to define the set of results)
Opened (to initialize)

Fetched (to retrieve one row for operations)
Closed (to release)

m Wb
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PL/SQL Cursors ...

e Cursor declaration defines the set of records
to be retrieved from the database:

CURSOR cHeight IS
SELECT height, height_unit
FROM height_table WHERE
patient='1000 ORDER BY
Visit_number,;

e Like a “file” a cursor must be opened before
It can be used:

OPEN cHeight;

ABOPHARM 0
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PL/SQL Cursors ...

e A “fetch” on the cursor retrieves a single
row from the set of selected records and
places the result into program variables:

FETCH cHeight INTO height_var, height_unit_var,;

e Cursors are closed to release memory and
perform internal cleanup:

CLOSE cHeight;

KWM Inside Validation Procedures
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PL/SQL Cursors

e Cursors are often fetched in a “loop” which
processes the record:

LOOP
FETCH cHeight INTO height_var, height_unit_var ;
IF cHeight%NOTFOUND THEN
EXIT LOOP;
ELSE
<process current height_var, height_unit_var>
END IF;
END LOOP;

K'BJQI-_ e:ﬁlk RM Inside Validation Procedures
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Nesting PL/SQL Cursors

HEIGHT_LOOP
FETCH cHeight INTO height_var, height_unit_var ;
IF cHeight%FOUND THEN
<process patient_var, height_var, height_unit_var>

ELSE
EXIT HEIGHT _LOOP;
END IF;
END HEIGHT_LOOP

13
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Cursors used by Oracle Clinical

e Patient Information Cursor

— Retrieves a record with all the information
recorded for a single patient

e DCM Cursor(s)

— A DCM Cursor for each “alias” listed on the
Procedure Question Group Form

— Retrieves the DCM responses (for the questions
on the Procedure Question Screen) and DCM
Header Information

KBJQ'-_ E.:ﬁlk RM Inside Validation Procedures
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Flelds Retrieved by the Patient
Cursor

e V_CLINICAL_STUDY_VERSION_ID CLINICAL_STUDY_ID

- V_DATA_MODIFIED FLAG -  REPORTED_DEATH_DATE

- V_PROCEDURE_ID e  PATIENT

- V_PROCEDURE_VERSION_SN e INVESTIGATOR_ID

- V_PROCEDURE_TYPE_CODE - SITE_ID

e V_USERNAME - EARLY_TERMINATION_FLAG

- V_DEBUG - PATIENT_ENROLLMENT DATE

e V_LAST BATCH_TS e  CLINICAL_SUBJECT ID

e V_CURRENT_LOCATION < INCLUSION_EXCLUSION_DATE

- V_MODE - REPORTED_PATIENT REFERENCE
- V_LAB_DEPENDENT_FLAG e REPORTED_INITIALS

- REPORTED_SEX -  REPORTED_DATE_LAST PREGNACY
- REPORTED_BIRTH_DATE e FIRST_SCREENING_DATE

e  PATIENT_POSITION_ID e  TERMINATION_DATE

KBEL,% llk RM Inside Validation Procedures
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Fields iIn a DCM Cursor

e ACTUAL EVENT_ID « QUALIFYING VALUE

e CLIN_PLAN_EVE_ID « RECEIVED DCM_ENTRY_TS
e CLIN_PLAN_EVE_NAME « RECEIVED DCM_ID

- DCM_DATE . REPEAT SN

= DCM_ID - SITE_ID

= DCM_SUBSET_SN . SUBEVENT_NUMBER

- DCM_TIME
e INVESTIGATOR_ID

- LAB

- LAB_ID

- LAB_RANGE_SUBSET NUM

 VISIT_NUMBER

K%#\RM Inside Validation Procedures
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Structure of PL/SQL Packages

e Generation of an Oracle Clinical Procedure results
In a PL/SQL Package

e PL/SQL Packages contain one or more functions
and/or procedures and have two sections
— Specification
e Lists all procedures and functions in the package

e Declares all cursors and variables to be available to all the
functions and procedures (i.e. the “common” area)

— Body

e Contains all the procedural code for the procedures and
functions listed in the specification

KEJQ'-_ E.:h! RM Inside Validation Procedures
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Specification for a Package In
Oracle Clinical

 Package is named
. with internal id and
CREATE PACKAGE rxcpd_xxx_XxXx as version numbers

CURSOR 1is ....
CURSOR 2is 1

Definition and number of cursors declared
I depends on the number of “aliases” on the

CURSOR n is Procedure Question Group form.

PROCEDUIRIE _maln ('". o0 ooy Three PL/SQL procedures
PROCEDURE insert_discrepancy(... .. are part of each Oracle

PROCEDURE exception_handling (... Feiiee] Package

END rxcpd_Xxxx_XX;

18
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Body for a Package In

Oracle Clinical

PROCEDURE main (... ... ... ):

<Program Code > _

CREATE PACKAGE BODY rxcpd_xxx_xx as

END main;

END rxcpd_ XXX_XX;

Program code in the MAIN
procedure depends on
options chosen on the

Procedure definition forms.

INSERT_DISCREPANCY and EXCEPTION_HANDLING procedures call Oracle
Clinical built-in packages and cannot be readily changed.

KMA\RM Inside Validation Procedures
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Simplified Structure of a MAIN
Procedure ...

e MAIN Procedure is a series of nested loops

e For a simple procedure, outermost loop
fetches the Patient information

— Next Loop fetches DCM information as defined
by the first Procedure Question Group definition

e After fetching the innermost loop, the
expression details are evaluated

A M 20
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Simplified Structure of a MAIN
Procedure

LOOP<Patient>
— 1 Fetch Patient cursor

LOOP <DCM1>
> Fetch DCM1 Cursor

Execute Details

End <DCM1> Lo0op ==
End <Patient> Loop v —

K'BJQI-_ E.:ﬁlk RM Inside Validation Procedures



Simplified Structure of a MAIN
Procedure

LOOP<Patient>
— 1 Fetch Patient cursor

: LOOP <DCM1>
- Fetch DCM1 Cursor

LOOP <DCM2>
— Fetch DCM2 Cursor

Execute Details

— End <DCM2> Loop _l

End <DCM1> LoOp —

End <Patient> Loop v —

K'BJQI-_ e:ﬁlk RM Inside Validation Procedures



Some of the Technigues to Limit
Retrievals

e Correlate inner loop with a more outer loop
— on Event
— on Qualifying Question Value
— on Questions

e Qualifying Expressions
e Where Clause Extension
e Limit visits retrieved by the cursor

ABQPLARM 22
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Correlations

Correlation limits the fetches for inner cursors based
on data obtained by a fetch in a more outer cursor

e Can correlate on Events

— Inner cursor retrieves only a visit retrieved by the outer
correlated cursor

e Can correlate on Qualifying Questions

— Inner cursor only retrieves DCMs which have the same value for

the DCM Qualifying Question

e Can correlate on Questions

— Inner cursor fetches only if a question’s value is equal to a
question’s value in the outer cursor

XBQWM Inside Validation Procedures
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Correlation on Event ...

Retrieval with No Correlation

Fetch data for Patient 100
Fetch SYSTOLIC BP from VITALS DCM for Visit 1, Pt 100

Fetch HYPERTENSIVE_YN from HYPERTENSION DCM for Visit 1,
Test

Fetch HYPERTENSIVE_YN from HYPERTENSION DCM for Visit 2,
Test

Fetch SYSTOLIC BP from VITALS DCM for Visit 2, Pt 100
Fetch HYPERTENSIVE_YN from HYPERTENSION DCM for Visit 1,
Test

Fetch HYPERTENSIVE_YN from HYPERTENSION DCM for Visit 2,
Test

Pt 100

Pt 100

Pt 100

Pt 100

%ARM Inside Validation Procedures
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Correlation on Event ...

Retrieval with Correlation on Event

Fetch data for Patient 100

Fetch SYSTOLIC BP from VITALS DCM for Visit 1, Pt 100

Fetch HYPERTENSIVE_YN from HYPERTENSION DCM for Visit 1, Pt 100
Test

X Fetch HYPERTENSIVE_YN from HYPERTENSION DCM for Visit 2, Pt 100
Test

Fetch SYSTOLIC BP from VITALS DCM for Visit 2, Pt 100

X Fetch HYPERTENSIVE_YN from HYPERTENSION DCM for Visit 1, Pt 100
Test

I Fetch HYPERTENSIVE_YN from HYPERTENSION DCM for Visit 2, Pt 100
Test

26
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Correlation on Event ...

Definition => Validation Procs => Procedures, Press [Q-Groups]

Question Groups for V_HYPERTENSION

dar —-m----ee- > FirstfLast oo Correlate WWith --------—-- =

Alias  =xtension Event Only %Enﬂigt E!:ﬁzgr 5 Alias Event Clualif. Quest
“ A RES.REFEA | . . | .
B RES.REPEA | . . s ACTUAL [

| — —

single  Create

Alias to correlate to

1]

Back| Saue|

Questions | Correlating Questions |

EEEEE

\c

Inner loops use the same
event (including subevent)
as retrieved for the outer
(correlated) loop

Custom Code |

ABQPLyRM
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Correlation on
Qualifying Question Value ...

e Assume two Qualified DCMs recorded at a Visit
— Vitals DCM: qualified at Pre-Dose, 1 Hr Post-dose
— EKG DCM: qualified at Pre-Dose, 1 Hr Post-dose

e Correlate on both Visit and Qualifying Question

’E‘_&l Maintain Study Validation Procedure With Edit Option {*uc

Question Groyps for
| E[aestee -::-. -------- Correlate With  A--------- =
ﬂalli R Alias  Ewvent Clughf. Cluest
=0A [,
B A ACTUAL |
1§ o

28
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Correlation on
uall uestion Value

Fetch data for Patient 100
Fetch SYSTOLIC_BP from VITALS DCM for Visit 1, Pt 100, Pre-Dose

Fetch EKG from EKG DCM for Visit 1, Pt 100, Pre-dose

Fetch EKG from EKG DCM for Visit 1, Pt 1%

Fetch EKG from EKG DCM for VIS!t ; | Rt }O ‘ t-d

T T H )
™ A [

Fetch EKG from EKG DCM for VISIt 2, Pt 100, Pre- dose

Eelch EKGronmEKGIDEMfarVisit 2. PL100 Pastdose: = = = =

Fetch EKG from EKG DCM for Visit 1, Pt 100, Post-dose
Fet isit 2, Pt 100, Pre-dose

Fetch EKG from EKG DCM for Visit 2, Pt 100, Post-dose

me Inside Validation Procedures
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Correlating Questions ...

e Use responses to DCM Questions to correlate
between outer and inner fetch loops

— May want to fetch AE records where AE
description matches the Indication given for

ConMed

Definition => Validation Procs => Procedures, Press [Q-Groups]

Question Groups for V_AE_CONMED

Aggre- Primary

Alias DCM DCM Domain DCM Question Group  gate? Refer?
“ |AE | |ADVERSE EVENTS |ASD0554 \ADVERSE_EVENT C. |
iCM | |COMMED] \ASD0554 \CONMED m S m |
| | | | o
1 | *

Back | Save | Questions | Correlating Questions | Custom Code |
30
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Correlating Questions

Definition => Validation Procs => Procedures, Press [Q-Groups],
[Correlating Questions]

’*gr_g Maintain Studv Validation Procedure |l':‘;tud||. E|F'[]55_q_} e e e e e e e e e e e e e e e e e e e e e e T T e

Inner Loop Correlating Questions for Alias CM Outer Loop
Current Group Question Mame Occ#  Other Group Question Name Occ#
“ INDICATION [RE o
IMEDICATIOY 0 [MEDICATION _,, o

I T~ L ||:

Inner loop will fetch records only if the values of the
responses to the two pairs of questions are the same!

ERER

| |
| |
| |
2 | |

Back | Save

{E‘_!}; E!*Lk RM Inside Validation Procedures
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How does correlation
change the generated
Program?

AT BQPHARM

Inside Validation Procedures
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Effect of Correlation on Event
on Outer Cursor

create or replace package RECPD_24901_0 as

= = *|

Outer Cursor

Fcursar for getting ADVERSE_EVEMNT Production *f
cursor AE_CURT
|_PATIEMT_POSITION_ID in RECENED _DCME.PATIEMT _POSITION_ID%TYFE,
I_ BEGIM_WIZSIT_MUMBER in RECENED _DCMENVISIT _MUMBER%TYFE = RECFPDETD.C_BEGIMN _VISIT_MNUMBER,

|_EMD WISIT_MUMBER in RECENED_DCMEMISIT _MUMBER%TYPE = RXCPDETD.C_EMD_WISIT_MUMBER) is
select F+ ordered use_nliRDCM RES)

index(ROCWM RECENED _DCM_LIE D) =
ROCMREECENED_DCM_ID,
ROCMEECENED _DCM_ENTRY_TS,

CEDCMACTUAL_EVENT_IDD w

ROCWTRET: ACTUAL_EVENT ID is retrieved

RDCHM.LAB LAB,

| rocwmiss rance susseT numf @S part of the standard cursor

variables in the outer cursor

ABOPHARM %
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Effect of Correlation on Event
on Inner Cursor

I cursar for getting COMMED Production *f Inner Cursor
cursor Ch_CLUR(

|_PATIEMT_POSITION_ID in RECENWED_DCMS PATIENT_FPOSITION_ID%TYPE,
|_BEGIN_VISIT_NUMBER in RECENED_DCMSVISIT_MUMBER®STYPE = RRCPDETD.C_BEGIN_VISIT_MUMBER,

= = - _ , = = R-CPDETD.C_EMD_VISIT_MUMBER,
| ACTUAL EVEMNT_ID in RECENED_DCMWS ACTUAL EVEMNT_ID%TYEEL

seleci P+ orgered 0ee RO REST
indexiRDCM RECENED _DCh_

rocMReECEVED_DCMD, | CUrsor variable I_actual _event id

om RECEWVED_Dcms Rocw, | SPecified when cursor is opened
RESPOMSES HES

where RDCM.PATIENT_POSITION_ID = |_PATIENT_POSITION_ID
and ROCM.DCHM_ID = 54901
and RDCM.EMD_TS =TO_DATEZ000000,'J%

and RDCM.RECENED_DCM_ID+0 = RES.RECENED :
and RES.EMD_TS =TO_DATE(I000000,'J% Used In the Where Clause
and RES.ODCM_QUESTION _GROUP_ID=61001 and T AL, S TUT IO = T

ahd RDCMACCESSIBLE_TS == SYSDATE

and RDCMAVISIT NUMBER betwean | BEGIN VIS HUMBER and I_END_VISIT_MNLUMBER
<and ROCMACTUAL _EVENT_ID = _ACTUAL_EVEMNTZ

And FE S Do et it
73401, 743013

group by EDCM.EECENED_DCM_ID,

i

ABOPHARM >
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Call to Open Cursor
for the Inner Loop

create or replace package hody RECPD_24901_0 as
procedure AR Feeeeeeme e *
apen RECPDSTD.PATIENTS _CUR; ™ Production =
loop ==fetch_next_patient==
fetch RECPDETD PATIENTS_CUR into RECPDETD.PATIENTS_REC;
open AE_CURIERXCPDSTD.PATIENTS _REC PATIEMT_POQSITION_ID);
[oop == fetch_AE_cur==
etch AE_CUR into AL,

open CWM_CURIRXCPDETD. PATIENTS _REC PATIENT_POSITION_| I@I al_eve nt_D

[oop == fetch_CM_cur==
fetch Ch_CLUIR into Ch; f
/ /
Fetch on the Outer (AE) Call to open inner (CM)
cursor retrieves a value cursor uses the
of actual_event_id actual_event_id retrieved
by the outer_cursor

35
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Qualifying Expressions ...

e Allow selection of records based on any

Information retrieved by the current or any
more outer cursor

— Can join values between cursors in the

AT BQPHARM

Question Groups for V_AE_CONMED

- Correlate With -
Alias Alias  Ewent Clualif. Quest Qualifying Expression  Where Clause Extension
2 |ag | | . | AE.MEDICATION is nof| |
cM |AE  [acTUAL . | |
| | | r. |
— e
-1} . .
- |Continue only If
:
= [ 1 1
— -~ —— || Medication on the
< | | r. [ .
i AE form is not null
Back | Save | Questions | Correlating Questions| Custom Code |

Inside Validation Procedures
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How do Qualifying
Expressions change the
generated Program?

AT BQPHARM

Inside Validation Procedures
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ualifying Expressions:
est after Fetch ...

> loop <<pat_Cursor == Patient Record Loop

—

loop << AE Cursor== Outer AE Cursor Loop

loop <<AE_fetch=>=
fetch AE_CUR into AE;
exit AE fetch when AE_CUR%notfound;
exit AE_fetch when AE MEDICATION is not null;
end loop <<AE_fetchzx;
exit AE_Cursor when AE_CUR%enotfound;

Fetch Qualify Loop

> —loop <<CM_ cm_cursor=: Inner CM Cursor Loop

—> - detail checks

Detalils

—> - end loop <<CM Cursor==
-- close CM_CUR;

—> end loop <<AE CURSOR==
close AE_CLUR;

» end loop <<pat_cur=:;

KBEL,% llk RM Inside Validation Procedures
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ualifying Expressions:
est after Fetch ...

loop << AE_Cursor== Fetch an AE record
loop <<AE_fetch>>

fetch AE CUR into AE;

exit AE fetch when AE_CUR%notfound; <
exit A tetch when AC_MELICATION 15 not null;

end loop <<AE fetchz=;
exit AE_Cursor when AE_CUR%enotfound;

Exit AE Fetch Qualify loop if fetch qualifies

Exit AE Fetch Qualify loop if no more AEs

AT BQPHARM

Process inner loops/details or exit the cursor loop

Inside Validation Procedures
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Where Clause Extension ...

e Limit cursor fetch with SQL expression
comprised of key DCM fields

— An LOV is available for fields which can be used
INn the Extension

— With caution, can use other variables In the
RECEIVED_DCMS and RESPONSES tables, but only for
the current cursor

e One way to limit retrievals to specific visits

ABQPLHARM 40
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Where Clause Extension

Question Groups for V_TEST

YWyhere Clause Extension

| » -

Lmmmmmeeen Correlate With ----------- =
Alias Alias  Ewent Clualif. Quest  Clualifying Expression
. IAE | | . !
Ch | | . !
| | | ro
| | | ro /
| | | u |

Can join on

current cursor

—

ly fields from the

1

<l |
1

Back| Save|

| o

Questions | Correlating Questions | Custom C

ABQPLyRM

List of DCM key fields

Field Mame

{ RDCM.RECEIVED DChi_ID
ROCM.RECENVED_DCM_EMTRY_TS
ROCM.INVESTIGATOR_ID
ROCM.SITE_ID
ROCM.DCHW_ID
ROCM.DCM_SUBSET_SN
ROCM.OCM_DATE
ROCM.DCW_TIME
ROCMACTUAL_EVEMT_ID
ROCM.LAB_ID
RDCM.LAR
ROCM.LAB_RAMGE_SUBSET_MNLUIM
ROCM.QUALIFYING_VALUE
RODCHWM.SUBEVENT_MUMBER
ROCM.CLIN_PLAN_EVE_ID
ROCM.CLIN_PLAN_EVE_NAME
ROCMNVISIT_MNUMBER
RES.REPEAT_EM

Inside Validation Procedures
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How do Where Clause
Expressions change the
generated Program?

AT BQPHARM

Inside Validation Procedures
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Effect of Where Clause Extensions

Extension of “where visit_number=1"

where RDCM PATIENT _POSITION_ID = |_PATIEMT_POSITIOMN_[D

and RDCM.OCM_ID=12101

and RDCM.EMD_TS =TO_DATE(3000000,'1%

and RDCM.EECENED_DCM_ID+0= RES.RECENED_DCH_ID

and RES.END_TS=TO_DATE(IODOO000,'J%

and RES.DCM_QUESTION GROUP_ID=16001 and RES.CLINICAL_STUDY _[D= 2101

and RDCMACCESSIBLE_TS == 5YSDATE
: - gtween |_BEGIN _WISIT_MNUMBER and |_EMD_WISIT_HUMBER
< and RDCMMESIT_MUMBER=1
, —_ R 11 |
18301, 184013

Added to the default Cursor definition

K'BJQI-_ e:ﬁlk RM Inside Validation Procedures
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Controlling Range of Visits

By default, all patient visits will be
retrieved by the DCM cursor

e Can limit to a range of visits fetched by
providing the names of the first and last
visits on the Procedure Question Group form

ABQPLHARM 44
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Controlling Range of Visits ...

Definition => Validation Procs => Procedures, Press [Q-Groups]

Question Groups for V_DEMOG_OTHER_SPEC
re- Primary =7 Event Range LR Sort Order - > First/Last
Alias 2 Reafer? First Last Event Extension Event Only
A S N V=T fasT3 =1 [RDCMMISIT_ NI RES.REPEA |
. m / | | |
C | \/ | | |
— Only DCMs recorded for visits starting at “Visit 1”
— and going through “Visit 3” will be retrieved
| o N N B S
SR | | | |
N | | | |
<] - m | | | |
1] | H
Back | Save | Questions | Correlating Questions | Custom Code |

{E‘_!}; E!*Lk RM Inside Validation Procedures



How do specifying the

Range of visits effect the

generated program?

AT BQPHARM

Inside Validation Procedures
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Effect of Range of Visits Control

where RDCM.PATIENT_POSITION_ID = I_PATIENT_POSITION_ID
and RDCM.DCM_ID = 24604
and RDCM.END_TS = TO_DATE(3000000 1)
and RDCM.RECEIVED_DCM_ID+0 = RES.RECEIVED_DCHK_ID
and RES.END_TS = TO_DATE(2000000,.1)
and RES.DCWM_QUESTION_GROUP_ID = 31404 and RES.CLINICAL_STUDY_ID = 9304
and RDCM.ACC - —SEUEE NP =
DCMVISIT_NUMBER between [_BEGIN_VISIT_NUMBER and I_END_VISIT_MNUMBER

ol im o

7
These are passed as input when the DCM cursor
IS opened by the main procedure

ABQPHARM 47
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Performance

e Generated PL/SQL code contains a
multitude of loops

— Cursors are opened, fetched and closed many
times in the internal fetch loops
e Use as much correlation as possible to
Improve performance

— Some types of correlations affect performance
more than others

— Correlation may be necessary to make sure the
procedure does what is expected

KBQWM Inside Validation Procedures
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Effecting Performance

Where Effect on
Parameter Implemented Performance
Event Range In DCM Cursors Large
Correlation
Event In DCM Cursor Large
Qualifying Value In DCM Cursor Large
Correlating Questions  In DCM Cursor Large
Where Clause Extension In DCM Cursor Large
Qualifying Expression Test after DCM Fetch Smaller

Note: In many cases, parameters must be changed so procedure

performs correctly

ABQPL RV
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Summary

e Procedure Generation produces a complex

PL/SQL program

e Program makes extensive use of cursors
and looping structure

e Program performance can be changed by
correct use of many techniques available
from the form templates

ABOPHARM >0
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Steve Rifkin has almost 14 years of experience working with the
OLS Product Suite. As an Functional Consultant, and then as a
Practice Manager with Oracle Consulting in the Oracle Clinical
Group, Steve has assisted over 60 companies with implementation
of Oracle Clinical, RDC and TMS. He has led the implementation
process and has provided training and performed custom coding.
Since joining Biopharm Systems in 2000, Steve has been
responsible for developing Oracle Clinical training courses, and
providing training and implementation services for Biopharm
clients.
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