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deSCRIBE for DataFax

A Graphical User Interface for
Planning and Documenting Your
Study Design

History

» The Combined Specification was pre-
sented at the 1999 DFUG as a way to

— describe a DataFax Study set-up in a single
document

— provide version history
— demonstrate management approval

* DocuPrint was a command line tool
designed to quickly produce that spec

» deSCRIBE is the next step in the
development of this tool.
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deSCRIBE Goals

» Fully explain the set-up of a DataFax
Study in a single document with minimal
user intervention

» Provide a Graphical User Interface
virtually any staff member can use

* Incorporate new elements in DFschema
provided in DataFax 3.4

» Perform additional MIF code checks

Sources of Information

*DFgetparam.rpc *DFfile_map
DFschema Sequence Code Location

Early Termination
*DFschema.stl .

o *DFtips
*DFvisit_map Field locations
.DFpage_map Pre/Post Processes

Form Names DFuserPerms -
-DFcpIate_map *specSTOR
.DF|ut_map User Defined Variables

.. Created outside DataFax
*DFmissing_map
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— deSCRIBE for DataFax =
Study General | Plate Specific
. c : o .
H d p Approvers Creators Staff
M — Help and status messages appear in his window
M$ Current DataFax Studies:
1 sc A
2 HIVNET 006 Mother 9]
3 HIVNET 006 Infant
1 4 ACRST
Studies s i
6 HEDS
7 RMP Insertive
8
Cr I e 2 Ergg Receptive
15 1PC 7
SpeCl f |catlON —» || descrise Options Exit
Message History
Document X
Message
1 I
History
7

[tems Not
Read from
DataFax

(except
Staff)

First Task - Select a Study

If you don't, you get a warning!

_

Study Selection Warning

H

Sorry! You must select a study before proceeding.

oK
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Study Estimates Window

requirements
« Short and long term

» Helps plan disk space and personnel

= Edit Estimates of Anticipated Requirements for Study 38 ]
Save Close |
Study Start Date Time to Completion Forms [ Patient # Patients Refax Factor
15-Apr—1999 12 Years 10 1500 13
During First Year 35 300 1.1
gi Add / Edit General Conventions / Assumptions | - \J|

Click here to edt convention 1. Conventions can be longer than the entry window. Just kesp tvpoing.
# Data Control Technician Notes which apply to ALL Plates

2 Y will be entered for any comments text field in which comments are found. The comments themsehres will not be entere

Al cther text fields will be entered completely

If text fields are illegible, enter as much as is readable and indicate the lllegible portion with thres question marks

llliterate or pocrly waorded text fields should be entered exactly as written

If & required figld is blank, add a QG note requesting it be completed.

All DCTs will enter QT nates as internal. A DC will review all internal QT notes before changing them to external and sendir

Al fields must be tabbed through

Reguired figlds that are left blank will turn red. & QC note must be added to blank required fislds before datatas will allow the

@w|om| | ®|o|&=]w|m

All numeric fields must be filled in completely. & QC note must be added if leading zercs are missing

T T

Unique ID Text
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Pl

ate Specific Conventions

= Add / Edit Plate Specific Conventions / Assumptions -
# Plate Convention Field Data Control Technician Note
1| 100 1 10 |Start date required only at Wisit 202 and 202 UNLESS Cycle 2 participant is PreCore X
21 101 1 79 |if additional plates are faxed in, fix the barcode on the subsequent pages sathey are sequentially numbered plates 102, 103
3| 101 2 10 |Start date required only at Visit 202 and 202 UNLESS Cycle 2 patticipant is PreCore.
4| 102 1 79 |l additional plates are faxed in, fix the barcode on the subsequent pages so they are sequentially numbered plates 103, 104
5| 102 2 10 |Start date required only at Wisit 202 and 202 UNLESS Cyele 2 participant is PreCare.
6] 103 1 79 |if additional plates are faxed in, fix the barcode on the subsequent pages so they are sequentially numbered plates 104, 105
7| 102 2 10 |Start date required only at Visit 202 and 202 UNLESS Cycle 2 participant is PreCore
B 104 1 79 |if additional plates are faxed in, fix the barcode on the subsequent pages so they are sequentially numbered plates 106, 106

f

f

Field # Text

Conv

Plate #

Unique ID

ention #

Approvers

“Responsible Heads”

Add / Edit Specification Approvers [

D . - | -

# Hame Title
1 |al Willians Database Manager
2 |Henee Holt Prctocol Operations Coordinator
2 |Darryl Pahl Database Manager
4 |Yijian Haung Faculty Statistcian
15 [Tom Darden Deputy Directar

f

Title
Name

Unique ID
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Creators
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Future
Additions;

Full Name
*Title
*Function
*Add Button

*Edit
Function
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Options

deSCRIBE Options | -

_1 Keep Version Number:

Save and Close

1.30

_1 Replace Plate Background Images

_1 Troubleshoot Images

Copy From Other Study |

I Start with Haster Background Images

Descrnbe Edit Checks |

I Include System Created Fields

List Plate Background Files |

1 Include Explanations of DataFax Tenms and Conventions

Option #1: Version Number

User-Definable

Auto-Increments (decimal portion)

Included in the name of
Keeping a previous vers

the output file
ion number

overwrites a previously created file

= ]

deSCRIBE Options

Save and Close

Click here to keep version # sh
W Keep Version Number: 2 HW
1 Replace Plate Background Inags Copy From Other Study

_| Start with Raster Background Images Describe Edit Checks

_I Include System Created Fields List Plate Background Files

__——— Major #

Minor #

I Include Explanations of DataFax Terms and Conventions

deSCRIBE for DataFax
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Option #2: Replace Images

Plate Images with Field Numbers
provide a key to the all plate-specific
tables

These need to be replaced when image
background files are updated or
additional fields are defined

= deSCRIBE Options [

Save and Close

Click to replace CRF images ¥ backgrounds change

I Keep Version Number: 182

Option #3: Start with Raster

A single postscript prologue is created
every time plates are imported

If you perform another import without re-
importing previously defined plates,
prologue information may be missing

— Which may interfere with DFprintdb

— DocuPrint and deSCRIBE

Starting with Raster Images solves this
problem, but reduces image quality

deSCRIBE for DataFax
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Option #4: Include System Fields

* Fields 1-7, N, N-1 and N-2 are included
in Field Definition Tables

» Primarily targeted at individuals with
minimal prior DataFax experience

= deSCRIBE Options | - iJI

Saveand Close

Click to include systemn use fields in specification ouwtout

_I Keep Version Number: 142 _I Troubleshoot Images

.1 Replace Plate Background Images Copy From Other Study |
i Start with Raster Background Images Describe Edit Checks |
¥ Include System Created Felds List Plate Background Files |

1 Include Explanations of DataFax Terms and Conventions

Option #5: Explanations

Adds explanations of terms like
— Plate

— Visit

— Page Map

to the output document

= deSCRIBE Options i

Save and Close

include expiznations of Datafax terms and conventions in the outout

_1 Keep Version Humber: 1432 1 Troubleshoot Images
_I Replace Plate Background Images Copy From Other Study
_| Start with Raster Background Images Describe Edit Checks

I Include System Created Fields List Plate Background Files

M Include Explanations of DataFax Terms and Conventions
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Option #6: Troubleshoot Images

creation process

» Saves temporary files from the image

» Can be used to research problems

deSCRIBE Options |

A

Save and Close

1 Keep Version Humber: 132

.1 Replace Plate Background Images

Click here to save temporary files from image creation.

@ Troubleshoot Images

Copy From Other Study |

.| Start with Raster Background Images

Describe Edit Checks |

1 Include System Created Felds

List Plate Background Files |

1 Include Explanations of DataFax Tenms and Conventions

Option #7: Copy From Other Study

» Quickly import User Defined variables

Copy Variables

[z

Close

Select a Study to Copy From

s5C

HIVNET 006 Mother
HIVNET 006 Infant
ACAST

STD

HEDS

RMP Insertive
RMP Receptive
UpC

IPC

[, = R R T, R SV

o

General Conventions |

Study Approvers |

<— Study to copy from

Study Creators

| <— |temsto copy

Edit Checks |

All of the Above

_1 Only Existing Checks

deSCRIBE for DataFax
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Option #8: Describe Edit Checks

Summarize purpose or function

—| Describe Edit Checks for Study 38 <
Save Close |

Check Mame Description

HAS\r_da\4 Checks 10 see f the start date is given when visit code is 101 or 201 and the event code s filled

LAnon_adp \Alert DCTs that this is not an AIEDRP visit and they need to find the correct visit code.

L Rspec_method Checks to make sure that the method is specified if the "Other—Specify" method field is marked

TR_med_consistent Erases 99 from the medication cede fild if the current field and the four fislds in betwesn are blank or adds QG n

TR_stop_ongoing Gontirm that "stop—date" OR "ongoing" is completed, BUT NOT BOTH

add_9000 ‘Adds 9000 to the page number.

chk_PHAIll Checks to make surethat if field #8 is marked as yes, then at least one event code must be provided

chk_TT18 Checks to make surethat if field is marked, then no other fields above are marked. Also checks to make sure th

chikc_age Ghecks that the participant is 18 years of age o greater

chik_both Checks that the test date field must be completed if this field is marked, or both must be blank

hle_cycle Determine the ayele number 1, 2, or 3.

chk_date Checks that either a code exists and a start date is completed of neither are cornpleted

chik_either Checks that either this field or the previous field must be completed, but not both ’

A
Name Description

Option #9: CRF File Locations

Can be used to find CRF files when
plates need updating

— Add / Edit CRF Source File Locations [

Save | Close |

Flate Label — Ghanges should be made in D Fset—up.

Prate # Pate Label File Location

010 [Enroliment Demographics

020 |Enroliment Seroconversion Symptoms

030 | Enroliment Timing and Route of Transmission

040  |Enroliment Test Resuts

045 [Cycle Determination

050 |Enroliment Treatment Regimen

100 |HIVAAIDS Associated Events Faiedrpfaiedrp_corefforms/H IVAIDS_events fm

101 |HIVAAIDS Associated Events Information Continuation aiedrpfaiedrp_corefforms/HIVAIDS_events_continued fm

102 |HIVAIDS Associated Events faiedrpfaiedrp_coreforms/

103 |HIV/AIDS Associated Events /faiedrp/aiedrp_coreforms/

104 |HIV/AIDS Associated Events aiedrp/aiedrp_corefforms/

105  |HIVAAIDS Associated Events Vaiedrpfaiedrp_corefforms/

120 |Lab Resits Vaiedrpfaiedrp_corefformsAab_results fm 7

) t *
Plate # Label Location (User Supplied)

deSCRIBE for DataFax

11



DFUG 2000

February 6-9, 2000

When you press deSCRIBE

 Information updates track the process

deSCRIBE | Options | Exit

Message History

| DataFax Version

This system fs running Datafax version 3 4—0004 —
Create Study Description for Study 38 «— |
Reading FPlate 10— Enrcliment Demographics

Reading Flate 20— Enroliment Seroconversion Symptoms
Peading Flate 20— Enrollment Timing and Boute of Transmissic
Aeading Flate 40— Enroliment Test Sesults
Reading FPlate 45 — Cvole Determination

—— Study #

Beading Flate 50— Enrcliment Trestment Regimen
Feading Flate 100 - HIVIAIDS Associated Events

| Peading Flate 107 — HIVIAIDS Associated Events Information C

| b=

Plate #s/ Names

deSCRIBE Process (Continued)

 After plates are read

Message History

Reading study styles +————— Y

Aeading visit mag

Opening oot file for Wm:g\
Reviewing Mumbered CAF Image Frames \

MNumbered plate image 026ph0T 0 found
MNumbered plate image 026ph020 found
MNumnbered plate image 038030 found
Mumbered plete image 026040 found

MNumnbered plate image 028oi045 found <
MNumbered plate image 028ph050 found v

Styles are read

Visit Map isread

Images are checked
plate-by-plate

deSCRIBE for DataFax
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deSCRIBE Process (Completion)

 MIF code checks

to find errors that will make FrameMaker fail

# of Opening and
Message History .
Writing final output for Plate 320 Cl os ng Brmkets

i
Wiriting final owtput for Flate 400
Wiiting final outout for Plate 4071

Whiting final cotout for Alate 499 / A CI ose Staternent

exists for every
Mow checking for consistency with MIF requiremnents
This takes a mintte. Flease be patient. / Open Statement

Checking opening and closing statements

Finished wriing Atudies/aiedin_corefvorkispeC.1.37.

Thank—you for continuing to be patient.

Finished checking /studies/ziedin_coredwork/speC 1 .51 OK "_J/' NaN OUtpUt fl Ie name

I B

Requirements

Solaris
(Only tested in a SUN environment to-date)

Perl, Tk
ras2ps, pstopnm and pnmtorast

DataFax

3.4 for Staff Permission functions
A Defined Study with some set-up
completed
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Possible Future Directions

» Other operating systems
* Include Centers Database

* Interoperability with DataFax for
— Permissions (through DFuserPerms)
— Visit Map (create or modify the DFvisit_map file)
— Page Map (create or modify the DFpage_map file)

Possible Visit Map Interface

= View / Edit Visit Map for Study 38 — AIEDRP Core ]
visit Visit Date Due  Allow Missed

* Type Label Pale  Field  After Baseline Required Plates Optional Prates Visit Plate

ﬂ 91 |8 |Demographics 0 0 |0 0 10 —
9218 |Seroconversion Symptoms 0 0 |0 0 20 —
93|58 |Transmission 0 o |0 0 30 —
94 |8 |Test Results 0 0 |0 0 40 —
95|8  |Enrollment TXR 0 0 |0 0 50 — -
96T |Cycle Determination 0 0 |0 0 45 —— ——

Cycle |1 Pre-Core C Due’ 0— Daysafter Visit 96 if Field IT on Plate ,Fal Visit IE— = |1_Allow I—Z_ Days
101 B |Day Zero 120 9 )14 120 — —
1068  |Week B 120| 9 56 |28 1001201130 101102 103104 105131 132 133134 125 200
10B|S |Week 18 120| 9| 112|283 1001201130 101102 103 104 105131 132 133 134 125 200
1108 |[Week 24 120| 9| 168|283 1001201130 101 102 103 104 105131 132 133 134 125 200
111]8  |Week 32 120| 9| 224|228 1001201130 101 102 103 104 105131 132 133 134 126 200

/ 112|8  |Week 40 120| 9| 28022 100120120 101102 102 104 105131 122 133124 126 200
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Possible Page Map Interface

deSCRIBE for DataFax
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