Cord Blood Bank Informatics




CBB Informatics Overview

i Cord Blood Information System (CBiS)
Developed internally

Label Generation and Tracking

Donor Data Collection

Processing Data Collection
Testing/Reference Lab Data Collection



CBB Informatics Overview

Data for each cord blood unit is directly entered into and/or
electronically transferred into CBiS from several different
sources

Once all of the data is contained within the CBiS application and
has been reviewed and approved, it is electronically transferred

to the NMDP via Cord Link
~
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Donor Data Collection

i Cord donor and collection data is collected on laptop
or tablet PCs utilizing a custom donor questionnaire
developed using an off-the-shelf form building
program called OmniForms 5.0
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Laboratory Informatics Integration

i The M.D. Anderson Cord Blood Bank is currently

importing all reference laboratory testing performed
on both the cord and maternal samples

i Improves efficiency while limiting data entry errors.
A

OmniForm so
Donor Questionaire/Data Collection

L o '3 ‘
Buls TEXAS | = ( S > COGD
e B Department of Siate Health Services > Bl j nk®

q[: ) SPIDR
* MDACC Shared Pathoiogy Infornation Bata Repository

J




Laboratory Informatics Integration

i FTP file import from Texas Department of State
Health Services (DSHS)

Hemoglobinopathy Screening

i DSHS generates an excel spreadsheet of HgB
Screening results

i Spreadsheet is secured by DSHS and then
transferred to a secure folder on the MDACC FTP
server.

i We have developed and validated a service that
checks the folder for new files and imports that data
into our database.




Laboratory Informatics Integration

i Institutional Web Service (SPIDR)
Maternal Infectious Disease
Maternal ABO/Rh
Cord ABO/Rh
Cord Microbiology

i We developed and validated an interface that
uses SOA (service oriented architecture) to
communicate between the institutional
pathology data repository and CBiS.




Laboratory Informatics Integration

The SPiDR data
is interfaced
directly into the
CBiS application
via an
embedded web
browser
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Laboratory Informatics Input

i All other data is captured directly into CBIS.
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Laboratory Informatics Input
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Laboratory Informatics Interaction

The MDACC Cord Blood Bank transfers all cord data to the NMDP as
XML using CordLink.

Once a record has been approved for upload, the XML document is
created, based upon the document definition provided by the NMDP

<xdoc>

<import_cbu>

<ctr_code>173</ctr_code>

<row>
<abo_bld_typ>0</abo_bld_typ>
<addtv_vol_pre_prcsng>35.0</addtv_vol_pre_prcsng>
<baby_alc_gt_1500>U</baby_alc_gt_1500>
<bact_cult_sts>N</bact_cult_sts>
<b_dte>2009-06-12 18:06:00</b_dte>
<cbb_lcl_registry_sts>AV</cbb_lcl_registry_sts>
<cbb_val_protocol_used>N3</cbb_val_protocol_used>
<cbu_prcsng_protocol_used>1.3</cbu_prcsng_protocol_used>
<cbu_serum_aliquots_avail>0</cbu_serum_aliquots_avail>
<cbu_vol_frzn>25.0</cbu_vol_frzn>
<cbu_vol_pre_prcsng>84.8</cbu_vol_pre_prcsng>
<cbu_vol_start_prcsng>119.8</cbu_vol_start_prcsng>



CBB Informatics Change Management

i Very rarely are the set of requirements for
an informatics solution set into stone. Over
time change is necessary for numerous
reasons including:

New internal process
Evolution of existing process
New regulatory requirements
New technology



CBB Informatics Change Management

i Change Management Process
Provide a system for a change to be proposed

Provide a system for technical review/risk analysis of the
proposed change

Provide a system for review of the change prior to
implementation

Provide notification to the user base once a change has
been implemented



Cord Blood Bank Validation

i All pieces of the MDACC CBiIS application currently
in production have been validated.

i The application has been developed and validated in
a ‘modular’ fashion adding pieces that interact, but
typically address a specific issue on their own. The
reasons for modular development are:

Shorter timeframe for bringing a solution from
development to production.

Easier to address a smaller set of requirements
Easier to validate a piece of the whole



Validation Process

The level of validation required is based
upon the risk analysis performed in the
change management process.

Use case analysis

Each scenario where a user will interact with the
interface being validated is defined

The validation process is tailored for testing the
application as it was intended to be utilized.




Validation Process

i Test script generation based upon use case analysis.

Test scripts are written to capture the following:
i Defined action
i Time of action

i Expected result
User Interface
i Information is displayed properly
Database
i Datais stored properly
i Audit trail is written

Sometimes, more than one test script will have to be
generated to adequately test an update.



Validation Process

i Testscript execution
Results are documented for both application/ user
interface

Any results not meeting the ‘expected’ result are reviewed
and documented

i Errorin script definition
i Errorin script execution
i Errorin application

If an unexpected result is observed, the problem must be
resolved and the script must be executed again to confirm
that the issue observed has been resolved



Validation Process
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Validation Process

i Validation Summary

Summary Report:

i Summary of the testing procedure
i Issues observed

All validation summaries must require review
and signature of at least two individuals including
one supervisor who was not involved in the
testing process



Validation Process

i Validation Summary (example MD ANDERSON
' iaation >u y (example) R CBiS

Validation of CBiS Manual Lab Data Entrv
Overview:
The following validation tests conelude thai the spdated CBiS appication in conjunction
with a centralized deparimental lab data repository is capable of properly capturing,
verifying, and displaying lab data thot is manually entered into the database by trained
CAR staff. The validation involved the input of multiple lab results. Fom muoltiple tome
points and multiple sources from & different cord blood unita. The data was defined in
test seript documents end then input into the CELS appheation,  Upon completion of
data entry, the screen output was compared against the mamially entered lah result data
defind in the test seripts for consistency and accarney.

Validation Database Used: CHERIETESIT, SCTLERISTSS1T
Cord Blood Unirts Unilized: 005200, 006201, 006202, 006203, 006204, 006205

Main Tssues or Comments: Mo unexpected resulits oceurmed during testing. Al data
displayed post manual entry exastly reflected the data
detined in cach test seript for each cord.

Sumnmmary

‘The manual lab dota entry process can repeatediy, reliably, and accurately capture lab

data results manually entesed through the wpdated CBaS application.

Supperting Documentation:

1. Hard copy of manual data entrv test script for maternal intial renctive/non-
rEactive teel results saction including sereenshots and database printouts

2. Hard copy of manual data update test seript for maternal initial reactve/nomn=
reactives tesl results section including scremshots and datsbase printouts

3. Hard copy of manual data entry test script for other initial test results section
including sercenshots and databasc printouts

4. Hard copy of manoal data update test seaipt for otber fnital test results section
including sereenshots and database princtoate

5. Hard eopy of manual data entry test script for additonal test results section
including sereenshods and database prinmnl:g

6. Hard copy of manual data update test soript for additonal test resulis section
including sereenshofs and dotabese printouts

7. Documentation of old and updas gowle fowr ench ohject updmrﬂ i the £BIS
application

Testing Performed By: 1"\)'11 JI i _ Dhate: |7 [g J'J-ﬁ'-'.'--
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Validation Process




