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J Assumptions/Scope/Disclaimer

= Assumption: Audience has a basic
understanding of the OLS 4.5.x architecture

= Scope: OC 4.0.x to OC 4.5.x.

= Disclaimer: The sample code and methods
brovided in these scripts are for demonstration
burposes only. No part of the content of this
bresentation should construed for fitness to a
particular purpose or a warranty of any kind.
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Issue: VPs/DPs Do NOT Have
_) Visibility into DVG SN/Long Values

= In Validation/Derivation Procedures, only the
“Short Value” of an INTERNAL DVG can be
retrieved, since this is stored in the
VALUE_TEXT of Responses (the actual
response itself).

= However, in the Detail Line, Messages field
(which are propagated directly to RDC or to the
DCF in OC) field, it would be useful to be able
to show the Long Value and Display Number
for a DVG.
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Display SN and Long Value are
not available from VP interface

n Add Screen Capture showing Display SV
and Long Value are not available from VP
Interface
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Approach: Create a DVG
=) “Lookup” function

/* EXAMPLE CALL
dvg _lookup can be called from within an IF statement:

if (custom _dvg.dvg lookup (p_response_id =>
<QG>.<DVG_QUESTION>S$resp_id,

p_received_dcm_id => <QG>.RECEIVED DCM 1ID,
p_received _dcm _entry ts => <QG>.RECEIVED_DCM_ENTRY_TS,
p_mode => RXCPDSTD.V_MODE,
p_debug => RXCPDSTD.V_DEBUG,
o_long_label_desc => U_DVG_LONG_VALUE,
o_display sn => U_DVG_DISPLAY_SN)
) then <ADDITIONAL CODE>
end if;
where <QG> = Procedure Question Group Name
<DVG_QUESTION> = DVG Question Name
U_DVG_LONG_VALUE is a varchar2 User Variable for storing the DVG

Long Value

U_DVG_DISPLAY SN is a number User Variable for storing the DVG
Number

<ADDITIONAL CODE> = the additional code required based on the
DVG lookup

* - -
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DVG Lookup Function:
J Arguments

create or replace package custom_dvg as

function dvg_lookup
—— dvg_lookup function

—— Accepts Response_ID, Received DCM_ID, Received_ DCM_entry ts, Mode, Debug as
parameters

—— Returns the dvg display sn and long_ label_description

—— Function returns boolean

—— Intended to be called from validation and derivation procs
- from an IF THEN statement and the OUT results stored in
- USER variables

(p_response_id IN rxc.responses.response_id%type,
p_received_dcm_id IN rxc.received_dcms.received_dcm_id%type,
p_received _dcm_entry ts IN rxc.received _dcms.received_dcm entry_ ts$type,

p_mode IN varchar2,

p_debug IN varchar?2,

o_long label_desc OUT rxc.discrete_values.long_ label_description$%type,
o_display_ sn OUT rxc.discrete_values.display_ sn%type

)
return BOOLEAN;
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DVG Lookup Function: Error
_) Codes

—— Error Codes:

- o_display sn = -1: No DVG was associated with
response question

- o_display sn = -2: Too many DVGs were associated
with response question. Internal OC data issue.

- o_display sn = -3: Other Error related to
retreiving DVG associated with response question.

- o_display sn = —-4: The response value was not a
valid DVG value

- o_display sn = -5: The response value was

associate with TOO MANY wvalid DVG wvalues. Internal OC
data issue.

- o_display sn = —-6: Other Error related comparing
DVG values with response value
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Elsif Cp_mode = 'FP'2 then

EESTIM

SELECT discrete_wal_grp_id,

discrete_wval_grp_subset_nm
INTO w_discrete_wal_grp_id,

v_discrete_wval_grp_subset_nm

F RO
R=C. DM _QUESTIOMNS

WwHERE
ODCM_QUESTIOMN_ID =
CSELECT DCM_QUESTIOMN_ID

FROM
R=Z. RESPONSES
WHERE
RESPOMSE_ID = p_response_id
ARD  to_charf(end_ts) = '15-aU3-3501'0

AND  CDCM_QUESTION_ID, DCM_QUE_DCM_SUBSET_SM, DCM_QUE_DCM_LAYOUT_SM] =
[SELECT DCM_QUESTION_ID, DCM_QUE_DCM_SUBSET_SM, DICM_QUE_DCM_LAYOUT_SH
FROM
R . RECEIVED_DCMS
WHERE
RECEIWED_DCM_ID = p_received_dom_id
AMD  RECEIVED_DCM_ENTRY_TS = p_received_dom_entry_ts);

IF (v_discrete_wal_grp_id i=s mMULL) and (v_discrete_wal_grp_subset_nm s RMULL) THEN
it (E_debug = '¥'7 then
m

dbms_output. put_linel Response ID:'||p_oresponse_id|]|' 1s MOT associated with a Dwva! ' J;
end if;
o_display_sn := -1;
o_Tlong_Tabel_desc = mMULL;
EMD IF;
EXCERPTION

WHERM MNO_DATAS__FOURMD THEM
it Cp_debug = 'v'3 then

dboms_output.put_Tine'Response ID:'||p_response_id||"' s NOT associated with a DwE! ' ;g
end 1T;
o_display_sn = -1;
o_long_Tabel_desc = mMULL;

WHERM TOoO_MARMNY_ROWS THER
if Cp_debug = 'v'2J then
dioms_output.put_Tined ' Response ID:'||p_response_id||' is associated with MORE than one
Dwiz! This s an INTERMAL ©C Data corruption!'l;
end 1T;
o_display_sn 1= -2;
o_long_Tabel_desc = mMULL;

wWHER OTHERS THEM
it Cp_debug = 'v'3 then
dbms_output. put_line(substr{sglerrm,1,255020;
end 1T;
o_display_sn 1= -3;
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IF {o_display_sn < ©) THEM
RETURM FALSE;
EMD IF;

EESTH
SELECT display_sn,
Tong_Tlabel_description
IMNTO w_displaw_sn,
wv_long_label_description
F R
R»Z . DISCRETE_WALLES
WHERE
discrete_wvalue_dwvg_id = wv_DISCRETE_wWAlL_GRP_ID
A discrete_ya1ue_du?_subset_nm = w_DISCRETE_WAlL_GRP_SUESET_MM
L

AMD  discrete_wvalue_walue = (select nwl(exception_wvalue_text,wvalue_text]
from R=Z.RESPOMSES
WHERE

RESPOMSE_ID = p_response_id
AMND to_charfend_ts) = '15-AU5-3501"0;
ExXCEPTICN
WHEM MO_DATA_FOUMD THER
if (p_debug = 'v'2 then
doms_output. put_Tinel ' rResponse ID: ' | |p_response_id||' 1s MOT associated with a wvalLID Dva
value! ' g

end 1T;

o_display_sn = -4;

o_long_label_desc 1= MULL;

RETURM FALSE;

WHERM TOD_MARNY_ROWS THER

it Cp_debug = 'v'2 then
dEms_Dutput.put_1ine('RespDnse ID:'||p_response_id||"' s associated with MORE than one
wal ID DviE walue! This 4s an IMNTERMWAL ©C Data <corruption!’l;
end
o_display_sn 1= -5;
o_long_label_desc 1= mMULL;

RETURM FALSE;

WHERM OTHER= THER
if (E_debug = 'v¥'7 then
m

dbom=s_output. put_Tinelsubstrisglerrm,1l, 255232;
end 1T;
o_display_sn = -6;
o_long_lakbel_desc 1= mMULL;
RETURM FALSE;

EMD;

IF fo_display_sn < 03 THENM
RETURM FALSE;

ELSE
o_long_lakbel_desc = vw_long_label_description;
o_display_sn = wv_display_sn;
RETURM TRUE;

ERD IF:
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DVG Lookup Function: Required
_ Grants

grant select on responses to<CUSTOM_ DVG_PACKAGE_SCHEMA OWNER>;
grant select on responsest to <CUSTOM_ DVG_PACKAGE_SCHEMA_OWNER>;

grant select on received dcms to
<CUSTOM_DVG_PACKAGE_SCHEMA_OWNER>;

grant select on received dcmst to
<CUSTOM_DVG_PACKAGE_SCHEMA_OWNER>;

grant select on discrete_values to
<CUSTOM_DVG_PACKAGE_SCHEMA_OWNER>;

grant select on discrete_value_groups to
<CUSTOM_DVG_PACKAGE_SCHEMA OWNER>;

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh 11
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Using DVG Lookup: DVG
_) Definition

Discrete Value Groups

= Mame |SE}{ Damain |C1A, oubset Mumber |2_
Description |Patient Sex, include 2-char test value and lowercase m
DG Type |DEMOGRAPHY Thesaurus or Internal or Alpha  (INTERMAL

Status IA_ oubsettable? Expandable? [« Enter by Seq? ., Reseguence? [#.
Display Type | on  CB Layout B Label Snurce| Checked Flag %alue

Upper Caael’ .| Max Value Lengt Retirement Reasan

— Status Comment |

< Discrete Yalues ==

oeq # Walue Long %alue Active?
bl ) Pl Male| [
2 F Fernale v,
3 m Lowercase male v,
4 AB 2 Char value will cause a discrepancy for Length=1 char DC v,
= IFur Testing, mixed case DWG was used along with a length greater than the intended

question length. This tests that even if the DVG value raises a discrepancy, the
- DVWG_LOOKUP function still returns display number and long value correcthy
Exit Save | Thesaurus

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh 12
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Using DVG Lookup: DVG
Questions

’EE Maintain Study DCMs (Study, ORAGA)

DCM Questions DEM.ORAQA.DEM.1:DEMOGI

Length for Sex question is only 1. This means the valid DVG value of of "AB" will raise a discrepancy, but the
DVG_LOOKUP function will still determine the correct display SH and Long Value, Weight is not a DVG question, and
there is a separate callin POST DETAILS which was used to test that the function returns DISPLAY SH = -1 in this case

: Decimal DVG VG Alpha DVG
(uestion Narme natfeemm  Places  Modi? WG Name DG Drmain Subsett  Modif? Alpha DG Name
4[5 _ BT A ] [
o I e E— 7N R
B B B
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Using DVG Lookup: User
_) Variables

m Waintain Study Validation Procedure (Study. ORAQA)

User Variahles for Procedure TESTDVYGLOOKUP

it Decimal
Variable Name Allas  Data Type Length Places  Initial Yalue  Report?  Description
&l U_DWG_DISF‘L&T_SN\ NUMBER 3 0 [ |DVG Display SN
U DYG_LONG VALUE WARCHARZ 200 [ |DYG Long Yalue
U DVG LOOKUP SUCCE VARCHAR?Z 10 [ . \DVG Success Status

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh 14
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Using DVG Lookup: Pre-Details
2 call

’Ey Maintain Study Yalidation Procedure (Study: ORAGA)

Custom Code for Procedure TESTDVGLOOKUP
Custom Code Location

* PRE-DETAILS -|

if dvg lookup(p response id == DEM. SEXbresp id,
p_recened dom id =x DEM.EECEMNED DCR D,
p_recewed dom_entry ts => DEM RBECENED DCM_ENTRY Ts,
p_tmode == RxCPDSTDY MODE,
p_debug == RXCPDSTD.Y DEBUG,
o_long_label desc == U DVG_LOMG VALLUE,
o_display_sn== LU D%G _DISPLAY S
] then
dhms_output.put_line(Test for VALID DV Question successful’y;
dhms_output.put_line(™alue Text: 1|DEM. SEX),
dbrms_output.put_lineException Value Text: '||DEM. sEXFexc_val),
dbms_output.put_line(D%G Display SM: |U_DVGE DISPLAY  SN);
dbms_output.put_line(D%G Long Walue: U DG LONG WALLUE),
rharl it

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh
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Using DVG Lookup: Message

;) Variables

October 2009

Maintain Study Validation Procedure (Study: ORALA)
Details for Procedure TESTDVGLOOKUP

el Expression Message

I

Editar

IIU_DVG_LO MG_WALLIE!

|

|
|
|
|
|

DVWG Response YaluedlDEM.SEX DVG DISPLAY SHLL_DVG_DISPLAY_SK DVG LOMG WALLIE:

{1=1) ] [we Response Yalue\DEM.SEX\, DG DISF

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh
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9 Testing DVG Lookup: Test Data

el
Daoc# status  PASS 1 COMPLETE

Fatient (1105 Dl Mame |DEM DEM

LDl Diate  28-MAY-20059

Event BASELINET Visit# 1 Sub# O
alte  GIAT Irvestigator QA INY DCl Book Page®# 5
Coamrment Blank?
1ot b DM pEMG Subset  pEM Layout | Blank? |y [Status PASS 1 COMPLETE

M— _ W Valid DWG values tests, including Mixed case "m" and DWG values which

S VhiEight raise discrepancies due to short length of the gquestion "AB™. "%"is not a

Sex |F Weight valid DVG value, which will return the appropriate error code where .
e |rn Wisight display_sn will be returned as -4

Sa |;'-‘-.EI Wizight Same data used for both Test and Production mode Data entry

Sex| % Wit

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh 17
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Testing DVG Lookup: Messages
2 and Discrepancies Raised

Processing Patient: 1105

DEM. WISIT_MUMBER = 1

DEM. DCM_DATE = 20090528

DEM. REFPEAT_SH = 1

DEM. SEX = M

DEM. WEIGHT = 100

Test Tor waLID Dve cuestion successtul
value Text: M

Exception value Text:

DvE Display SMm: 1

DvE Long value: male

Discrepancy found for petail 1 - show DvwG Long wvalue and sequence Mumber n Message

DEM. WISIT_MUMEER = 1

DEM. DCM_DATE = 20090528

DEM. REPEAT_SM = 2

DEM. SEX = F

DEM. WEIGHT =

Test for vwalLIDh WG Question successTtul
walue Text: F

Exception value Text:

Dwa Display SM: 2

Dwis Long walue: Female

Discrepancy found for petadil 1 - Show DWG Long walue and sequence Mumber n Message

DEM. WISIT_MWUMBER = 1

DEM. °M_DATE = 20090528

DEM. REPEAT_SH = 3

DEM. SEX = m

DEM. WEIGHT =

Test Tor waLID DvGE question successtul
wvalue Text: m

Exception value Text:

DvE Display SM: 3

DvE Long value: Lowsrcase male
Discrepancy found for petail 1 - show DWG Long wvalue and sequence Mumber n Message

DEM. WISIT_MUMEER = 1

DEM. DCM_DATE = 20090528

DEM. REFPEAT_SM = 4

DEM. SEX = A

DEM. wEIGHT =

Test Tor waLID Dve cuestion successtul

walue Text: A

Exception value Text: A

Dvc Display sSMm: 4

Dvc Long walue: 2 cChar walue will cause a discrepancy for Length=1 char DCM guestion
Discrepancy found for petail 1 - show DvwG Long walue and sequence Mumber n Message

DEM. WISIT_MWUMEER = 1

DEM. DCM_DATE = ZOO90528

DEM. REPEAT_SM = 5

DEM. SEX = >

DEM. WELIGHT =

Response ID:1l0Z9308 s MOT associated with a valLID Dwvs walue!

Discrepancy Tound for Detadl 1 - show DWE Long walue and Sequence rumber in Message
Discrepancies: 5 new, 0 remain current, 0 became obsolete

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh
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Testing D

S,

VG Lookup: Generating

Comment Text in Discrepancies with
Display SN/Long Value

October 2009

Investigator: QA INV Siter QAL

Discrepancy ID: 50708
Document #: 51344
DCM Prompt

Type: MOLTIVARIATE

Procedure Name: TESTONVGLOOKDP

o8

Discrepancy Details for Study ORAGA

]

Patienty 110

Vvisit Date: ZE-MAY-ZDOS

Subset #: 1 gualifying Value:
Repeat #: Btatus: CURRENT Resolution Type:
Validation Fallure Type: RORMAL Review Status: UNEEVIEWED

Viasit: BASELINEL
DCH Wame: DEM
occ. #:
Category: 1-EVENT 1-DCM
version #: 0

Subevent §: 0

I Comment: DVE Responss Value

:F DWE DISPLAY SM: 2 DVGE LONG VALUE: Female I

DCM Planned Event

Event Date/Time Qualifying Value Progcedure Varlable Mame Repest § 2 Value Text

DEM BASELINEL

Discrepancy ID: 50B08
Document #: 51344
DCM Prompt

Type:

Procedure Name: TESTOVGLOOXUE

DEM.SEX z
U_DVG_DISPLAY SH
U_DVE_LONG VALUE

2B-MAY-2008 DO0:00

okl

emale

Vieilt Date: ZB-MAY-2009

Subset #: 1 gualifying Value:
Repsat #: Status: CURRENT Resolution Type:
Validation Fallure Type: RORMAL Review Status: UNEEVIEWED

Visit: BASELINE]L Subevent #: 0

DCH Hame: DEM
occ. #:

Category: 1-EVENT 1-DCM
version #i: 0

ICDm.EDt: DVGE Regponee Value:m DVE DISPLAY SM: 3 DVG LONG VALUE: Lowercase male I

Planned Event

Event Date/Time Qualifying Valus Procedurs Variable Mame Repeat £ 2 Value Text

DEM BASELINEL

Discrepancy ID: 50904
Documsnt #: 51344
DCM Prompt

Type: MULTIVARIATE

Procedure Mame: TESTOVGELOODE

DEM _SEX 3 m

U_DVE_DISFLAY SN 3
U_DVE_LONG_VALUE Lowsercase male

2B-MAY-2009 DO:00

¥islt: BASELINEL Subevent #: 0 Vielt Date: ZBE-MAY-Z00%

DCH Wame: DEM Subset & 1 ualifying Value:
occ. #: Repsat #: Btatus: CURRENT Resolution Type:
Category: 1-EVENT 1-DCM  Veliagation Failure Type: NORMAL review Status: UNREVIEWED

Vversion #: 0

Comment: DVE Responee Value:A DVE DISPLAY SM: 4 DWVGE LONG VALUE: 2 Char value will cause a discrepancy [or Length=1 char DCM
guestion
DCM Plamnned Event Event Date/Time Qualifying Value Procedure Varlable Mame Repeat # WValues Text
DEM BASELINEL 2B-MAY-2009 00:00 DEM.SEX 4 A
U_DVG_DISPLAY SN 4

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited

2 Char value will
cause a discrepancy
for Length-1l char
DCM guestion

U_DVE_LONG VALUE

Presented by: Sunil G. Singh

19



OCUG 2009 New Orleans: V&DP Focus Group; Custom Code for Display SN/Long Value DVGs

Testing DVG Lookup: Generating
J Comment Text in Discrepancies with

October 2009

Display SN/Long Value

Discrepancy Details for Study ORADRA
Imvestigator: QA IRV Bite:r QAL Patienty 1105
Digocrepancy ID: 51004 Visit, BASELINE] Subevent #: 0 Vvisilt Date: ZE-MAY-Z005
Document #: 5134408 DCH Hame: DEM Subset #: 1 ualifying Value:
OCM Prompt ooc. #: Repeat £ Etatus: CURRENT Regolution Type:
Type: MOLTIVARIATE Category: 1-EVENT 1-DCM Validstion Faillure Type: NORMAL Review Status: UNREEVIEWED
Procedure Mame: TESTOVELOOXIR verslon #: 0
Comment: DVWE Responsse Value:X DVE DISPLAY EN: -4 DWE LONG VALUE: <ELANK:
DCM Planned Ewvent Event Date/Time Dualifying Value Procedure Varlable Mame Repeat # 2 WValue Text
DEM BASELINEL 28-MARY-2009 D0:00 DEM . SEX 5 X
U_DVGE_DISPLAY SN -4
U DVE LONG VALUE
Digcrepancy ID: S0&04 Visit: BASELINEL Subevent #1 0 Vislt Dater ZE-MAY-2005
Document #. 5134408 DCH Hame: DEM Subset #: 1 ualifying Value:
DCM Brompt Occ. #: Rapsat #: Btatus: CURRENT Resolution Type:
Type: MULTIVARIATE Category: 1-EVENT 1-DCM Validation Failure Type: HORMAL Review Status: UNREVIEWED
Procedure Name: TESTOVGLOOXEDE version #: O
IE‘-::ImII.EDt: OVE Resgponss Value:M DVE DISPLAY 5MN: 1 DVG LONG VALUE: Male
DM Flamned Ewent Event Date/Time gualifying Value Procedure Variable Mame HRepeat § 2 WValue Text
D=M BASELINEL 28-MAY-2009 DO:00 DEM.SEX 1 M
U_DWE_DISPLAY SN 1
Male

U DVE LONG VALUE

Presented by: Sunil G. Singh
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DVG Lookup: Limitations and
_) Considerations

= Limitations:

= Will Not work for Alpha DVGs as written, but can be
extended.

= Does this really make sense?
= Very difficult to extend to THESAURUS DVGs
= Requires Dynamic DDL
= Considerations:

= Retrieves DVG Display and Long Value EVEN IF

there is a discrepancy associated with a valid DVG
response

= Does NOT check for existing DVG discrepancy
before lookup.

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh
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=) Summary/Conclusions

= Possible to create a function to perform DVG
Lookups for Internal DVGs, useful for
Discrepancy Management Processing and RDC
Messages

= Lookup for Thesaurus DVGs are more complex,
and may not perform well

= Alpha DVG lookups are possible, but may not
be meaningful

©2009 DBMS Consulting, Inc. Unauthorized Duplication is Strictly Prohibited Presented by: Sunil G. Singh

22



OCUG 2009 New Orleans: V&DP Focus Group; Custom Code for Display SN/Long Value DVGs  October 2009

J Question and Answers

Sunil G. Singh
singh@clinicalserver.com
+1-860-983-5848

Bill Caulkins
bill.caulkins@clinicalserver.com
+1-919-741-6028
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J Biographies

Sunil G. Singh, President & CEO, DBMS Consulting, Inc.
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