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STEP 2: LOAD/PREPARE BATCH DATA

- - - SIMPLE FORMAT
Introduction | | - Why Use an OC BDL File and Helpful Tips |
After creating the Batch Load ID, the next step is Load/Prepare Batch Data (shown in Figure 3). )4 P P To avoid these problems, the facility could instead provide a simple file that contains much simpler information as
Oracle Clinical’'s Batch Data Load (BDL) functionality allows data to be inserted into Oracle Clinical’s database tables in | | , | | ) | ) . ) WHEN TO USE OC BDL shown in Figures 11 and 12.
bulk. This option provides an alternative to the standard single record entry available through Oracle Clinical Data Find the unique ID you've created on the previous screen. Click the "Submit Job™ button and then click *Job Status” During a clinical trial, patient samples are frequently sent off site to a laboratory or external facility for expert analysis. _ _ _
Entry and RDC Onsite. This option is used on a weekly, monthly or quarterly basis that is agreed upon between the _ _ _ These facilities often times do not have the technical capabilities or appropriate licensing to run Oracle Clinical or RDC Figure 11: Simple File Format
study team and the vendor site. Using any of these options is a feasible way for the study team to see how the study is Figure 3: Load/Prepare Batch Data Figure 4: Load/Prepare Batch Data Job Status Window Onsite. Ratherthan investin the training and cost of having data entered at the facility, many sponsors ask the facility Field Name Mandatory Field Length Comments
. ‘rq Submission of Module: RXCBEBLT M A X = . . . .- . . . . . | .
progressing. & " Load and Prepare Out of Study Temporary Batch Data tems - SRR to generate a data file containing the results of the facility’s analysis. This data file is then sent to the sponsor where it ; Sni::St'gator 12
Step:Query for the Batch ID that you is batch data loaded into Oracle Clinical. 3 |Patient Y 10
created from "Batch Load DataFiles” it Jobld Module Name Execution S{ : ! Parameter S 6 Visit Y 20
" " Description Current Value Aoy? 7 em? 31412683 [RXCBEBLT |SUCCESS [ =
O bJeCtlve 0S Fuz id for Load — |E V. [l 31412193 |RXCBEBLT |SUCCESS ‘ : Figure 8: Overview of the Input File 7 __|Visit Date Y 8
Max no of bad data allowed during load 20 7 m RXCBEBLT |SUCCESS 8 |VisitTime 6
The objective of this poster is to show how an input file gets processed into Oracle Clinical data. Max no of errors allowed during Prepare (300 P. Ol T IEEIEIE |RXCBEBLT |SUCCESS 16 |Lab_Test_Name Y 30
Prepare to Completion? N V. M. T RXCBEBLT |[SUCCESS 17 |Lab_Test_Result Y 16
Spool directory for reloadable data files 5 EH B 31396453 [RXCBEBLT |SUCCESS _ ' _ 8 |ILab T Result N Y 8
H B = 31396363 [RXCBEBLT_J|FAILURE [ - - i S:u m SSL_RESUTL_TaMme v ]
Step2: Once you found your BatchID, = (E H 31396143 [RXCBEBLT [|SUCCESS Test results are retrieves the file
Step by Step Process fOI' d Data LOad clic"Submit Job and then Hob Status B B = +1[31395933 [RXCBEBLT |SUCCESS /- A TR R A e, sl —ifom e sanver i — = =5 : . . .
4 3 ] o —atestsample from— —This data file-is sent-to— Figure 12: Example of an Input File Using this Format
| | furth lysi ' OC BDL
. : - . . Exit | SubmitJob | Job Details | Job Status | Schedule | Change Study | Exit | Auto Refresh | View Output| View Log | Print Output| PrintLog | Stop  Heschedule @ - | ll E_TERM/MVC 20100915 'IBAS%' 10 |%
Oracle Clinical (OC) allows you to execute these steps individually or through the use of combined routines as shown N A R B RRRRRERRR:rmrmnmmmneemmwy == | 1| E_TERM/MVC| 20100915 |HBAS1|610 | 10%9/L
in Figure 1. | 2| E_TERM/MVC | 20100915 | HC4%1 | 1455|%
This job will result in a status of "Success” or “Failure”. If you receive a status of "Success”, the next step is to go to the 12| E:TERM/MVC 20100915 |HCD4A | 1020 | /UL
_— Transfer Batch Data. If you receive a status of “Failure”, click on the View Output button and investigate the details.
Dsta Vaidtion S_TRUCTURE OF PATA F"_-E_ | | o | o o | Once this format is received by the sponsor, they now have the sample results and the data in Oracle Clinical. The
e ot s STEP 3: TRANSFER BATCH DATA S'nC? the eIectr(?nlc data.fllle is being Ioz.ade_d INto an existing relational database within Orz.acle Clinical, the columns in sponsor can then create the BDL file by using some of the information from the simplified file and other data which
T b e At this point no data has been loaded into the Responses table. This means that changes could still be made to the the file must be in a specific format. This file configuration is called BDL (Batch Data Loading) format. can be queried from Oracle Clinical tables.
iyLoad Betch Data le—" o fooretepe database provided no other data exists. Once the Transfer Batch Data routine is executed, the Responses table will be
+ S r— — populated. At thattime, some of the database modifications that could be made before this step can no longer be BDL files must be flat ASCII file that matches the load format specified as shown on Figure 9. HOW TO CONVERT A SIMPLE FILE INTO A BDL FORMAT
tmﬁﬁ"ﬁm‘,w;:w\ Dedlnp i made. _ _ The input file is then converted by a program which is sometimes referred to as a "translator". This translator converts
¥l LoadPrepare/Privileged Transfer Flgure 9: Batch Data Load (BDL)flleformat the simple data file into the OC BDL format.
Once the unique ID is found on the Transfer Batch Data screen, click the “Submit Job” button and then click “Job Field Name IMandatorySs SRStartiRosition Aclel bemEiy | CEminems
As highlighted in Figure 1, you can go through all 4 steps of: 1) Batch Load Data Files 2) Load Batch Data 3) Prepare Status” 1 [Investigator 1 10 A translator is a program that converts the file from the vendor into a program format for OC
: : : : ' 2 [Site 11 10 *
Batch Data and 4) Transfer Ba’Fch Dz.ata in sequential or.der. A better option is to do the Load/Pr_epare Ba’Fch Df'ata and S Ipatient v . » . The translator queries OC, as needed, to fill in the necessary blanks
Transfer Batch Data.. Usmg this option allows you to view the Output of your Load and Prepare jobs and identify any Figure 5: Transfer Batch Data Window Figure 6: Transfer Batch Data Job Status Window . |Document Number 21 o . The translator looks to see if any errors occurred during the conversion of the input file
errors before you unlntentlonally populate the temp tables. 7 ubmission of Module: RXCBEBLT | <7 X & Display Submitted Batch Job Status i-i-i-i-i-i-i-i-i_-:-i-i-i-i-i-i-_-i-i-f-i-i-_-f-i-f-i-:‘-i-i-‘.-:‘-i-i-:-i-i-i-i-i-i-f-:‘ 5 |Clinical Planned Event Y 51 20 « The OUtpUt of the Translator program is an OC BDL file
Transfer Temporary batch tables to Responses and Discrepancy tables Submitted Batch Jobs 6 |Subevent Number 71 2
For this process, we recommend using 3 steps for loading data in OC: resadromBateh Lond DataFies” \ I e o N Exee uln Y fitrons suCCESs", parameter 51 7_[Vistt Jare Y /3 ° ow o of th flath if e data in Fi e col Hiahliahted
et T S Patt e R T EB L fCiiss T cbttate. 8 |Visit Time 81 6 Below is an example of the BDL file that was generated from the data in Figure 12. Note the columns highlighted Iin
O il i fo Transfor %, @l . 31412583 [RXCBEBLT _[SUCCESS | 9 PCIName Y 87 30 red contain data that was queried from OC.
1. Batch Load Data Files Transfer Mode BOTH v, @, I 31412193 [RXCBEBLT _[SUCCESS 10 |DCM Name Y 117 16
| EJIEEEERE [RXCBEBLT  |SUCCESS DCM Subset N Y 3
2. Load/Prepare Batch Data i ; F 31397373 |RXCBEBLT |SUCCESS E QuestianGerouanI:IZme i3i 5 Figure 13: Example O_fBDL File
3 Transfer Batch Data m W 31396463 |RXCBEBLT |SUCCESS P 4 3 )
| T Q1996453 [RXCOEELT JOUCCESS . e 13 Question Name Y 71 20 E_TERM/MVC [0O LAB_LOAD LBL z  LAB_ADD3 V3 LAB_ID 0 1]3
; B E 5 31396363 [RXCEEBLT J|FAILURE I e o 14 |Question Occ. SN Y 191 3 Always o E_TERM/MVC | O LAB_LOAD LBL 2 LAB ADO3 V3 LAB SAMP ID 0 1| 1203740257
STEP 1: BATCH LOAD DATA FILES S B E (m 31396183 |[RXCBEBLT  |SUCCESS — 15 |Repeat SN Y 194 3 E_TERM/MVC | O LAB_LOAD LEL 2  LAB_A003 V3 LAB DATE 0 120100915
_ _ . _ _ _ _ _ —~ . B (B v 131396143 |RXCBEBLT |SUCCESS | 16 Value Text 1 00 E_TERM/MVC 0 LAB LOAD LBL_2 LAB ADOD3 W3 LAB TIME 0 1) 084500
A Batch Load Data File uses a unique ID that represents an OC BDL File. It is advisable for this ID to contain unique VA \C - For a D 97 E_TERM/MVC | O LAB_LOAD LBL_2  LAB_ROO3_V3 D 0 1
: o : : |\ - r o 17 |Data Comment Text 397 200 E_TERM/MVC | O LAB_LOAD LBL 2  LAB_A003 V3 0 1
StUdy Identlfymg information. / Exit | Auto Refresh | View Output| View Log | Print Output| PrintLog | Stop  Reschedule 18 |Qualifying Value 597 70 E_TERM/MVC | O LAB_LOAD LBL_ 2 LAB_R004 ¥ | PB4
Exit | SubmitJob | Job Details | Job Status | Schedule | Change Study | E TERM/MVC | O LAB_LOAD LBL_2  LAB_Ai004 This whole area are new columns that 10
I 19 |Study Y 667 15 E_TERM/MVC | O LAB LOAD LBL 2  LAB_A004 o T e e
When looking at the Batch Load Data File Screen, there are three important things to know: _ N _ _ _ o E_TERM/MVC | O LAB_LOAD LBL_2  LAB_A004_ 0
This batch will result in a status of “Success” or “Failure”. If the job results in a status of “Success”, the BDL into OC s Can an outside facility provide data in BDL format? The answer to this question is maybe. erermmve |0 LapLoxs LBl 2 LD a0047V: T 0 1|2
1. The Name Field is where the user populates the unique ID. It consists of 13 digits. Itis recommended that you use complete. If the job results in a “Failure”, click on the View Output button and investigate the details. o o _ - e TeRn/mve | o0 LA LOAD bl 2 Lis dcoe v AN STAFT DATE o 1|
. o . . . As highlighted in Figure 10, the BDL format contains several mandatory OC specific values. E_TERN/MVC | O LAB_LOAD LEL 2  LAB_AOD4 V3 LAB_STOP_DATE 0 1
study identifying information such as study name, file sequence, year loaded, month loaded, and day loaded. This E_TERN/MWVC |0 LAB_LOAD LBL 2  LAB_A0D4 V3 LAB START TIME 0 1
information will help you identify your file ID in the later steps FILE LOG DETAILS . _ e valves i E_TERH/MVC | O LAB_LOAD LeL_z  LAP AODAW LAP_STOP_TITR ° !
>. The OS File Name is where you enter the physical path of the BDL file As with most jobs in OC, the details regarding the successful completion or failure of the job are written to the output Figure 10: OC specific values in BDL Format
3. The Status field displays the processing status of the batch job. Some of the most common status includes: file. This output file can be viewed by clicking "View Output”. For Out of Study Loads, the output file lists how many il R . WHY DOES A LOAD/PREPARE BATCH DATA FAIL?
: : _ : : _ : et ' _ 1 |[Investigator 1 10 _ _ _ _ ) _
RECEIVED (BDL file received); DATA LOADED (BDL File was successfully loaded in OC); and BAD LOAD (BDL file new records or how many updates to existing records occurred during the loac . leite . . In most cases, you will see a file load fail more in the LOAD/PREPARE BATCH DATA than in TRANSFER BATCH DATA.
didn't load successfully) .
Figure 7: File Log Details 3_[ratient ! = >
. _ Jurer: J 4 _|Document Number 31 20 There are cases that BDL fails in OC due to:
Below is a screenshot of the Batch Load Data Files screen. 5 |Clinical Planned Event Y 51 20 1. Variables that don't match in the input file versus the variables in OC such as Visit Names
Transferended at Tue Aug31 15:30:30 2010 e 6 Subevent Number 7 ) | id Patient [D"
nserts Made 2. Invali atien S
Figure 2: Batch Load Data Files Number of inserts made in Received DCls: 2 8 |Visit Time 81 3. Issue with the translator/program
Number of inserts made in Received DCMs: 2 9 [DciName v 87 30
2. The Name Column: Unigue Batch 1D R gyt ms Data ——— Number of inserts made in Responses: 1408 10 IDCM Name v 117 16 TIPS ON HOWTO PREVENT LOAD/PREPARE DATA FAILURE
N Name | Number of inserts made in Discrepancy Entries: 0 11 |DCM Subset Name Y 133 8 1. Take alook at the input file and make sure the Visit Name variables match exactly with the valid Visit Name values
0S File Name \ 12 |Question Group Name 141 30 In OC
Status RECEIVED ST — I 13 |Question Name Y 171 20 2. Get a list from the study team of the valid Patient ID’s
E:fﬂ::;s A LA \ 14 |Question Occ. SN Y 191 3 Always o 3. Confirm there are no errors with the translator programming
L Format Mask |STANDARD 3.Status: Gives youstatus of the Batch ID 15 Repeat SN Y 194 3
. 16 |Value Text 197 200
Data File Group Name Creation TS gg:«’lgf Status Updates Made 17 |Data Comment Text 397 200
A Transfer has been completed successfully. 18 |Qualifying Value 597 70
19 StUdy Y 667 15
The log detail output from the batch job displays the number of new records (i.e. Received DCMs and Received DCls . . .
J P ) Play . ( . . ) These values would need to be provided to the facility before they can create afile. If the data are part of a very
1| as well as the total number of new responses. The log also displays the number of new Discrepancy Entries that were . . . . L . .
v . . . . . . straightforward DCM and if all the data are being sent in one cumulative file, then this may be possible. More often
created as a result of inserting the new data from the file. From this log, the user can get an idea as to whether the file N . .
however, the data are sent from a facility in incremental files as the samples are processed. Without access to the data
Exit | Save | View Data Files | load produced some unexpected results. . . . . . . .
in Oracle Clinical, it would be challenging for the facility to derive values for some of the more variable fields such as

Repeat SN and Sub Event Number. Placing the responsibility of deriving these values on the facility can also lead to
potential quality issues.

When you look at the log details for updates in Received DCls and DCMs it tells you that the information in the data
transfer is a recent update to an existing data. This also applies to the Response records and Discrepancy Entries.

Presented at the 15th Annual Oracle Health Sciences User Group Annual Meeting, San Antonio, Texas  October 2010



