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Topics

e What is a BLANK DCI?
e Specification for the V_BLANK Procedure

e Problems and Solutions for Procedure
Development

e Testing the Procedure
e Caveats

KE!&-. !Iék‘lk RM Detecting Blank DCls



What i1s a BLANK DCI?

e Created when the "Blank?” Box is set to “Y”
during DCI login

e There is no data recorded for a BLANK DCI

e DCIs which are marked BLANK are given
the status of RECEIVED

e Procedure Execution does not access a
BLANK DCI

— May need to query the reason for a BLANK page,
but Oracle Clinical has no direct way of creating
discrepancies
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Reguirements for the
V BLANK Procedure

e Procedure should create a discrepancy
which lists all scheduled DCIs in a study
which have been received as BLANK

o List of BLANK pages should be changed if
- reason for the BLANK pages is resolved
- page with data is received and entered
- new BLANK pages are received

e Changes to the list of BLANK pages should
not create a new discrepancy; changes
should just update the current discrepancy
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V BLANK PAGES
Validation Procedure

Procedure Definitions
Yerdl L
Procedure Name Diomain “ersion Status  Exec Context Diescription Categary Style? C
~ |v_BLANK_PAGES A5D0553_00 o P| |-~ [OFF-LINE Detect and repart blank pages M-EVENT M-DCM | [
| | | | | O,
| | [ L | | L]
| | | | | .
| | [ | | r.
| | [ | | L]
| | | | | O,
| | [ | | .
| | [ | | L]
< | | [ | | r.
1] |
Exit | Sa\.-'e| Change Study | Q-Grps| Details | SysWars | |User Vars| Custom Code
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Problem

How can you detect BLANK pages if the page
has to be non-BLANK in order to be processed?

e Connect the procedure to a form which is
sure to be in the study one and only one
time
- e.g., DEMOGRAPHY

e Procedure will re-run (to update list of

BLANK pages) each time any new Patient
Data is entered or changed
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V BLANK PAGES
Procedure Question Groups

Question Groups for V_BLANK PAGES

_ _ _ Angre-  Primary S i E
Alias DT DCM Dornain DCM Question Group gate?  Refer? First

SRRy DEMOGRAPHY DA [ASD0S53_00 [DEMOGRAPHY . .
| | 5 o
— | | 4 o
) | | o o
[ [ [ m m li

This DCM is always required, should I =

. .
always be non-BLANK and should be S =
received once per patient 0 o e
1| | b

Back | Save | Questions | Correlating Questions | Custom Code
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Problem

How do you get a list of DCIls which
have been entered as BLANK?

e In the RECEIVED_DCIS table, BLANK DClIs
have the field BLANK FLAG as 'Y’

e Create a function to return list of blank
pages
e Call the function in Pre-detail Custom Code
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ist blank pages
Function Specification

FUNCTION list_blank pages

(vMode In varchar2
,nStudy _id in number
,vPatient In varchar2
)

RETURN varchar2

9
KWRM Detecting Blank DCls



ist blank pages
Function Body

e Declare cursor joining RECEIVED_DCIS and
DCI_BOOK_PAGES

— select START PAGE_NUMBER from
DCI_ BOOK_ PAGES where BLANK_ FLAG in
RECEIVED DCIS is ‘'Y’

e Fetch from the cursor in a loop and append
each START_PAGE_NUMBER to a string

e Return the string when there are no more
missing pages
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Pre-Detaill Custom Code

Custom Code for Procedure ¥ _BLANK PAGES

Custorm Code Location

* PRE-DETAILS -|

bilank_list = list_hlank_pages

I:HH':PDETD."-.-"_M[:'DE Standard Cursor
RHCPDSTDY _CLIMICAL STUDY_ID )
RHCPDSTD. PATIENTS _REC.PATIEMTY Variables

User Variable in Procedure

Back Save
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Problem

How do you create a Discrepancy
containing this list?

e LIST BLANK_PAGES function is called to
produce a list which is assigned to variable
BLANK_LIST

e LIST BLANK PAGES returns null to
BLANK LIST if the list has no values

e Create discrepancy if BLANK_LIST is not
null
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V BLANK PAGES Details

Details for Procedure V¥_BLANK_PAGES

Cont if Cont at Test Mot
Drder# DiSCrEp? DE’[EIIl# NU” |:||"||'_'|"'!:I Fa”ure T'_'|"F|E Descriptinn
Blank Fage message

=1 [, | [ 1§ MORRMAL
I I

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr
rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr

Message Discrepancy Code

Expression
SBLAMK_LIST UMREWIEVWED

blank_list is not null

| | |
| BLANK LIST must be a reported under Variables |UttON
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Problem

How do you “update” this
discrepancy when the list changes
and not create a new discrepancy?

e On the Variable Details screen, report but
do not test for the BLANK_LIST variable
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V BLANK PAGES
Variable Detalls

Variahles for Detail 1
Fmmmmmmmmnnen FPerform Detail Only If o F o =
Mot = = Discrep Report
“ariable Full? Mo Univariate Error(s)  Unresolved?  Test? Report?  Order
0 |BLAMK_LIST] m m . M. 1
A GENDER \ CI | _ . T
| o o ol o |

Changes in this variable will not be tested to obso lete
a current discrepancy and/or create a new one

| CL m r. m |—
| | m o cL
3 | m r. r. m

Back | Save
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Problem

o If the variable change is not tested to create
a new discrepancy, it doesn’t update the
reported value (or message) either - ®

How can the message be updated?

e Write a procedure and use “undocumented”
variables controlling Discrepancy Creation
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Discrepancy Control

e When detail line evaluates to indicate a
discrepancy, an internal routine determines
discrepancy is new or duplicate

— Discrepancy is duplicate if none of the reported
variables which are marked to test for
discrepancy have changed
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Discrepancy Control

o If discrepancy is a duplicate, then
v_duplicate_discrepancy IS set to TRUE

o If discrepancy is duplicate, call a procedure
in post-detail custom code which updates
message with current “blank list”
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Post-Detail Custom Code

Custom Code for Procedure V_BLANK_PAGES

Custom Code Location

* POST-DETAILS -|

) J, Undocumented Variables
IF v_duplicate_discrepancy then : /
update wrv comment (EECPDSTD Y _Mode
FECPDSTD disc_ent_rec.DISCREPARCY _EMTREY_ID
JBLAME_LIST
BLAME_LISTY;

end IF;

Note: The variables v duplicate discrepancy and
rxcpdstd.disc_ent_rec.discrepancy_entry id apply to
the discrepancy created on the last detail line
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update VRV comment

Procedure SE_ecification

PROCEDURE update  VRV_comments

(vMode In varchar2
,nDisc _id In number

ZVVRV_ name In varchar2
\VWWalue In varchar2

)

(i .
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update VRV comment

Procedure Bﬁdx

o DISCREPANCY_ENTRY_ID is key to table
of DISCREPANCY_ENTRIES
— Procedure updates the COMMENT_TEXT
— Change captured in audit trail by database

trigger

e DISCREPANCY_ENTRY_ID along with
PROC_VARIABLE_NAME are the key
fields in the
VALIDATION_REPORTED_VALUES table
— Procedure updates the VALUE_TEXT
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Problem

How can a data manager accept (resolve)
a BLANK Page without data to enter?

e By convention, if the BLANK page is "OK",
set the comment of the BLANK DCI to a
special code, e.g. BRSV for "blank
resolved”

o If this code is present in the
comment_text field of a BLANK
received_DCI, then it is not fetched by the

list_blank_pages function 3
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Test the Procedure:
Enter Data

Status |NOT COMPLETE
DOl Mame |DEMOG ‘DEMOGRAF‘HY
DGl Date [01-MAR-2003
Ewvent |SCREEMNING Yisit Mumber |0 SubEwent Mumber |D_
Site (1290 Inwestigator |376 Book Page# |1
& t Blank?
| Cemmem | =k | Enter Demography Data
E—a—DataEr@
= =
Book  \wHOLE PROTOCOL Start Page |y End PAfle 145
Pg# is#Wisit Name Dl Shaort M. DCl Name
414 0 |SCREEMING |DEMOG DEMOGRAPHY
2 0 |SCREEMING |MITALS WVITALS
3 0 |SCREEMING |PE PE
4 0 |SCREENING |AE AE
5 0 |SCREEMING |LABCON LABCON
k th blank
5 Dist B 1 WIS VITALS VITALS Mar t ese pages as an
= 7 1 WIS EKG EKG
F-Labs
_ 5 1 WISIT CONMED CONMED
g 1 WIS AE AE
10 2 |vIsm2 VITALS VITALS
11 2 sz EKG EKG
=12 2 |vism2 AE AE
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Test the Procedure:
Discrepancy

@ Maintain Discrepancy Database (Study: ASD0SS3_001 "DM Master Profile" [« el o
Discrepancy —
Patient 201 Visit |SCREEMING Subevent 0 DCM Marne DEMOGRAPHY DaTA,
System |CLIRRENT Comment |The followving pages have been returned BLAMK: 3, 6,10 ﬂ
Review [UNREWYIEWED Inter Com)| il
Resolution | Res Corn |
Characteristics
Discrepancy Type MULTIARIATE Category M-EVENT W-DCh Failure Type MORMAL
[ ———— | —
Que -

After Batch Validation, there is a discrepancy
with Comment indicating BLANK Pages

Study Site 5001 Site 1280 Visit Date [01-MaR-2003
Investigator 876 Marme Remsen, Kenneth Initials |
Document # 3655001 Subset DEMOGDAT @3?5?01 )
CRF pages | ﬂ Qualif Yalue | ASSOCTErT

| Note! |
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Test the Procedure:
Change Data

i|r§_1=.=.I IMITIAL LOG-1M AMD FIRST- i ]

Status  (NOT COMPLETE
Patient (201 DCI Name |DEMOG [DEMOGRAPHY
DC| Date  (01-MAR-2003
Event |SCREEMING Yisit Mumber |0 SubEwent Mumber ’07
Site (1290 Investigator |76 Book Page# |1
Cormment ‘ Blank? ’N_
Cl-Deta Eng
(=]
Book YWYHOLE PROTOCOL Stant F'age 1 End F'age
Pg#  Mis#Wisit Name Dl Shaort M. DI Mame
=1 0 |SCREENING |DEMOG DEMOGRAPHY
2 0 [|SCREENING |WITALS WITALS
3 0 |SCREENING |PE PE
4 0 |SCREEMING |AE AE
A 0 |SCREENING |LABCON LABCON
Dt 5 1 IWISIT 1 WITALS WITALS
= 7 1 IWISIT 1 EKG EKG
E-Lahs
: g 1 IWISIT 1 CONMED CONMED
g 1 IWISIT 1 AE AE
10 2 |VISITZ WITALS WITALS
11 2 |VISITZ EKG EKG
12 2 |VISITZ2 AE AE

Resolved in comment I

Still BLANK

Detecting Blank DCls

{ New BLANK
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Test the Procedure:
Discrepancy

’Ey Maintain Discrepancy Database (Study; ASDOE53_000 "Dk Master Profile" e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e
Discrepancy
Fatient |m Visit | SCREENING Subevent |0 DCM Marne |[DEMOGRAPHY DATA,
System |CL|RHENT Comment |The followving pages have been returned BLAMK; 10,12 E
Review [UNREVIEWED Inter Cormn)| 2|
Fesolution | Res Cnm|

o] After Batch Validation, Comment is updated
of with current BLANK Pages

Procedure [v_BLANK_PAGES Wersion |E|7 Dretail |1_
Related Information
Study Site 5001 Site 1230 Visit Date [01-MAR-2003
Investigator &7 Name [Remssn, Kenneth Initials |
Document # 3855001 Subset DEMOGDAT iscrep 1D 376701

CRF pages | ﬂ Qualifialue |

Initigls

'
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Caveats

e Un-documented features may not work on
future releases

- May need minor “tune-up” or a complete re-
write

— Problem is minimized by using Custom code to
call to functions
e Functions can be changed independent of the procedure
‘ and/or \

e Custom code can be changed In a new Procedure
Version
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Summary

e Blank DClIs can be detected

e Reporting changed BLANK status can be
accomplished using a PL/SQL Package called
from custom code

- PL/SQL package uses “un-documented” features
— S0 use cautiously
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Package Procedure Code

PL/SQL code for the list blank pages
function and the update VRV comments
procedure is available

Request via e-maill to sritkin@biopharm.com
or stop at the BioPharm Booth in the
exhibit hall and leave a card
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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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