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SCHARP Overview

» Public Health Sciences Division,
Fred Hutchinson Cancer Research Center,

Seattle, WA
 Statistical Data Management Center

(SDMC)
— HIV Prevention Trials Network (HPTN)
— HIV Vaccine Trials Network (HVTN)

— Acute HIV Infection Network (AHIN)
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 CRF development process
» Effective CRF design for DataFax

» Using advanced FrameMaker tools
to customize CRFs

» Distribution of CRFs
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CRF Development Process

Players/Factors Influencing Development

N Protocol Team (Pls, SDMC, Ops, Lab) Central Lab
Statistician «content |_ evalues
estudy endpomts/coyarlates «protocol & regulatory adherence eranges
ecross-study analysis labels
P especimen
Data Coordinator Study Site shipping
«skip patterns — e scontent
eminimize QCs ecultural acceptability
*DF set-up compatibility CRF |« | suser-friendly format
edata entry considerations stranslation
«Visit Mapping /
«Visit Coding k ‘\ Tech Doc Specia”st
«DataFax CRF layout parameters
Programmer Protocol Ops Coord/Prot Spec [ *graphic design & efficiency
«edit check design «content development ecross-study compatibility
scorrect skip patterns eprotocol adherence scustomization
«cross-study analysis «forms volume management
«database construction ecultural/linguistic compatibility
«forms instructions
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CRF Development Process

* CRF content determined
* On-line CRF development begins
» SC Study Team process begins
» DataFax visit map and schedule of forms created
 Draft CRF set completed
DataFax set-up begins

» CRF walk-through with Study Team

Forms pilot tested at sites
» CRF revisions made
« Draft CRF form set sent to Protocol Team for sign-off
* Internal forms review
DataFax set-up completed, Site Training, CRF translation
» Final CRF revisions made

* CRF and other study materials produced and distributed

2001 DataFax User Group Meeting, February 2001

CRF Development Process

Players/Factors Impacted by Post Study-start-up CRF Changes

Protocol Ops Coord/Prot Spec Data Coordinator
« Identify impact of change to -Identlfy.lmpact of change to database
operations (site and SDMC) *Determine best way to handle change from DataFax
« Communicate change to SC Study perspective
Team and/or Protocol Team: *Make changes to DataFax edit checks, set-up, etc.
coordinate consensus on change
* Coordinate new translation, as \ / Study Site
necessary « Identify any impact of change to site
»| operations
« Assist with new translation if necessary
Statistician CRF
« Identify any impact of change to CHANGE
endpoints/covariates -« \ Programmer
« Determine best way to handle « Determine best way to handle change from a
change from an analysis programming perspective
perspective l *Make changes to SAS edit checks, reports,
etc.

Tech Doc Specialist

« Design flexible forms (for translation and changes)
« Identify creative solutions to minimize impact

« Issue new forms to sites

« Archive all previous versions

Efficient Creation & Distribution of CRFs
for DataFax Systems
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Effective CRF Design
for DataFax

 CRF Development Tips
— Establish and document CRF conventions

— Establish and document a version control plan for
CRF changes

— Establish a formal CRF review process

— Standardize forms wherever possible (e.g., create
CREF libraries or modules)

— Provide users with forms instructions that include

DataFax-specific information (e.g., how to correctly mark
a response box, how to mark changes, etc.)
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Effective CRF Design
for DataFax

 CRF Design Tips
— Follow DataFax specifications
— Create a CRF template

» Design template so that it can be used for 8.5 x 11 and
A4 page sizes (to support both domestic and
international sites without having to make any changes)

* Include all CRF elements that repeat on every form (e.g.,
organization name, binary version code, etc.)

» Create standard character and paragraph styles (to
ensure consistency and efficiency)

* Include CRF “clip-art” (e.g., date boxes, response check
boxes, barcodes, arrows, etc.)
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Effective CRF Design
for DataFax

 CRF Design Tips cont.

— Utilize as many of your software’s automation
tools as possible (e.g., FrameMaker’s variables, conditional
text, anchored frames, etc.)

— Include binary version code and version date on
every CRF

— Include file (and pathname) on every CRF

— Allow for as large a bottom margin as is feasible (to

eliminate the possibility of data being lost if a faxed image is
skewed)
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Effective CRF Design
for DataFax

 CRF Design Tips cont.

— Use distinctive text styles to distinguish between
interviewer instructions and participant questions
— Recommended response box sizes

* boxes that will hold numbers (hard coded or handwritten)
or date information (including 3-character month), use
25" x .25"

» response check boxes, use .166" x .166"
— Recommended choice box positioning

« If a question is “Mark all that apply,” arrange the boxes in
the most space-efficient way

« If the question is “Mark only one,” arrange the boxes as
to not obscure the labels in DataFax set-up
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Effective CRF Design
for DataFax

EXAMPLE: Mark all that apply.

gh. Please specify reason the participant was not enrolled. Mark aff that apply.

D ineligible D medical procedures too imrusivg

|:| partner was not ablefwilling to provide D visit schedule too demanding
informed consent or does not satisfy e
low risk criteria for HI% infection ] compensation inadequate

[] concerns about possible harm [] other, please specify:

EXAMPLE: Mark only one.

[ 2. Early termination. Please incicate primary reason bekow. Mark ony one:

[ Partizipant refused further partiipation.
D Participant unable to achere to wisit scherlule.

[ Participant rekeatad, no remote folow-up planned

[ Investiptor decision, please spaciy

7a. Inthelast 3 months how often did you use afemale condem (such asFemidon or Reality®) when
vou had vaginal intercourse? Adark only one.

almost always
neverorrarely sormetines abouthaffthe time often oralways
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Effective CRF Design
for DataFax

« CRF Design Tips cont.

— Pre-code as much data as is appropriate (e.g., visit
codes, site number, etc.)

— Whenever possible, “hide” information on the CRF

that is only necessary in the DataFax background
(e.g., the visit code on a termination form)

— Use standard form names and acronyms
— Avoid using underlined text

— Consistency is key: use the same size boxes, line
widths, arrows, fonts, etc. on all CRFs and form
sets
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Using Advanced FrameMaker Tools
to Customize CRFs

Conditional Text

Anchored Frames

Variables

FrameMaker Books
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Advanced FrameMaker Tools:
Conditional Text

» Conditional text can be used to create multiple
variations of a single document

» Can be used to make text appear or disappear

* Any unit of text can be made conditional, from one
character to entire sections

2001 DataFax User Group Meeting, February 2001
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Advanced FrameMaker Tools:
Conditional Text

Sample conditional
text setting for draft

. AMPLE: Do NorT
CRFs (dlsables Fax To DATAFAX I I I I I I
DataFax Signature HIvo20 PROZ00O Int (043) i it (463)

Statistical Center for HIVIAIDS Research & Prevention (SCHARP)

line and study Participant 13
barcode)
Statistical Center for HIV/AIDS Research & Prevention (SCHARP)
Conditional text TINEIIT TIT]
setting for domestic
|'Y0z0 PROZ0O00 Domestic (033)  Missed \isi€b3)

vs. international

. Statistical Center for HIV/AIDS Research & Prevention (SCHARP)
versions of the L]

same form (switches HEIEEN I (AR R

date labels and Y020 PROZ000 Int (048) Missed Vigiweha)
DataFax study Participant I3
barcodes)
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Advanced FrameMaker Tools:
Conditional Text

Site version (displays hard coded data) DataFax postscript (hides data)

Sttshical Gerer for KYINDS Resesrch ané Prevericn (SCHARS] Enrolinont (ENR- 1)
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51 o Staff

oo B initials
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dooooooooo
doooooooooii
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e
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Advanced FrameMaker Tools:
Anchored Frames

» Anchored frames are used to attach graphic objects to
text so that when text is edited, the graphic moves
along with it

» Anchored frames can be placed in multiple positions
in relation to the text (above, below, inline, sidebar,
etc.)

» Conditional text tags can be assigned to anchored
frames, allowing you to “hide” or “show” graphics

2001 DataFax User Group Meeting, February 2001
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Advanced FrameMaker Tools:
Anchored Frames

CRF graphics, such as study barcodes and visit codes, can be placed in an
anchored frame with a conditional tag allowing creation of different “versions” of a

single form from one file

Statistical Center for HIV/AIDS Research & Prevention (SCHARP) | DO m eSti C Slte
International W Statistical Center for HIV/AIDS Research&Prevl
Site P | Hiv0z0 PRO2000 Intl (D48) W
Hivoza PROZzoO0O Domestic (039) E
| Coordinating Center Termination (TM-1) S'te VerSIOH
g . .
AIRERRIN IR 4 | (novisit code)
TM (480) Paged of1
| Coordinating Center Termination {TM-1)
- L— DataFax
&WMIIIIIIIIII I = g
Th (490} Page 1 of1 ..
(visit code)
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Advanced FrameMaker Tools:
Anchored Frames

As aresult of your participation in a vaceine study, have you had any ifyes.. Whatimpact has this had
social impacts you have not previously told us about? Have youl... on your quality of life?
dmingnar dmodgfate @ maé'o/ In anChored
1. been twrned down for a new job, lost a job, or yes 10 fsiurbance  disturbance  dsiurbance
experienced other problems atWork?... ... w O O O frames!
2. had trouble getting or keeping housing, or had other reSpOnSG bOXGS
Problems reélated 10 NOUSINGT ..o e w a O O )
automatically
3. had any other problems? Please Specify: ... w O O O moved Wlth

each question
when another

A 3 ol sl peur padicEafinn in 3 vecting shedy, B pau had sy Hyen. Whalirpad has this kad

anclal mpacts you has nol previcuely oid s At Y Have you aN yeuT quaty ol ife? question was
T TR .
S i [l e SITANCS N T
1. b urmed Qe for B e b, ki @ ok, 0 - . ; added
i G el Wi bl B 1 i O &3 I—l- O O |
2 inean e down by an sducational grogram, teid e
Inarn i i aduealiona | progiem, o nperkene ed sthie .
prebia e o pehoelT O |
i il G e O e e LS and (1 vt 1
el gy i B N e
tead vy e panbtsTs Plaes s
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Advanced FrameMaker Tools:
Variables
» Variables are used where text is repeated in more
than one place
» Variables can be used to insert information on a CRF
that can be changed for each “customized” version of
the form
» Variables can be system generated (e.g., date, page
number, file name, etc.) or user defined
2001 DataFax User Group Meeting, February 2001 "
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Advanced FrameMaker Tools:

Variab|eS, such as | statstca contor for HIVIAIDS Rosearch & Prevention (3CHARP) Baseline (BL-1)
site number, NN INEN I IREEREEE | ‘c’if
cohort, and visit FMPA Microbicide (038) BL{002) Fre 1 of 2
Visit Date
code variables can m [0 sasie- conerfan ) TN T
be Changed to smus Cal Center for HIVIAIDS nesem\ﬁevenuun(scmnp) Y é‘se"ne (BL-1)
create customized IR RENLTLTL &al [310] [0]
versions for each A G B Page 1 of2

site or situation

DITTY

Paricipant Number

O Visit Date
Baseline - Coho I:\:‘ D:‘ D:‘
Chk dat

CRF name and acronym in two locations remain consistent as one variable

Statistical Center for HIV/AIDS Research & Prevention (3SCHARP) @h(y Checkli (EC 1)
(NN IR ] T TI] 11
PP Microbicide (035) ) Page 10f 2

Participant 1D Visit Date ¢
(OO0 > [T [L]

Participant Nuwber  Chk  Cohort i oo vy
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Advanced FrameMaker Tools:
FrameMaker Book Files

» FrameMaker books tie several files together so you
can work with them as one unit

* Many components of the files can be changed and
managed on a book level

» The same file can be included in multiple books

2001 DataFax User Group Meeting, February 2001
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Advanced FrameMaker Tools:
FrameMaker Book Files

Books can be created using the same Screening Visit
files for specific purposes

. — Day 84 Visit
ke o T, ST b_ 203 e BOOKS_BY_VISIT, 00 ooy
e Pl Al Eamash Vs Wisdoew elp |
b Ty — e b AT N 20, om0 OOKS BY WISIT/05_day_64,
| 8| imerasyraghicn in T [l e Toerst ey Wedea (1] 3
R T T il
o). andF_rime_ ol s i L I WISIT_S_FOmbe_
-l Frrwar it by 3._riis_chenn_em e e e Tl e
=7 ik aceTo s ] Norni vl raciinmian_BC_nalbn
= T Forws_rmine beminell WA rol i T - g Rk e
Tl sl wmate s ] S it B8 et e
-] Forra_rainxbearendt_ A seibn ] - i o N0
-l ek (i Py e mirimmamd W5 ol
- Heraa_irmina i nandF_ped bl b Su ] b pall sl
~'El oantt_phrysical_suam_scrwmdng in 1 e s e W L
L roeea et b _ssrees gyl il in [ em——
- - premming cosdss m ] - orms i e (S e
e ke D B _PAE_s T ] sl i fn
- e i s s s ] -ty
e i e B _TH_ i b ] Nt iR i
I mrmayis ey A e bty b
- Fore et sy _USH i by ] Yo mtrvactise it RS i i
i s e s Ty 1] ety -
s o b i 500, st s - Pl i sim
T Bl it st B T rmr bty oo 38 o
-4 Foraa_rmina s manit_LLS i ] v murcts R s i v
E_-- o s 01 . | ol ﬁml
- el N # d

s EEwT .

Advanced FrameMaker Tools:
FrameMaker Book Files

Ao e AT oo gl ||
1o 1 g ot o B

Conditional  oeee—— By setting the conditional
text settings | fatsmemen text to show International,
can be seton | e=—==—r". all forms are changed to the
a book level | ] il international version

1;—‘,—,—:-

-'g-—-w—n 3 = A .

[ by o ~| FrameMaker — Show/Hide Condyﬁonal Text

| 5;::::_ ShowrHide Conditional Text

B i

e
e Lo ~ Show:
i, e i ramn AE per visit Al
I el el AE per visit (not log) == ﬁ International
| Spreninic Coded Eae
L PRACTICE
'

[ T—

T Yairia iy i Domestic .
- - instructionbex
b2 e g I Show Condition Indicators
) e e
s
o | set | cancel

| (o undo)
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Advanced FrameMaker Tools:

FrameMaker Book Files

et frra AT poddomes w0

i [ |
gglraglsts con | PSSE———T| By importing the variable definitions,
. 2 e all forms can be defined for a
be imported e e 2 e .
. { eI specific site, cohort, or visit
from one file m——r
into a book i gt

— FrameMaker — Import Formats /

E i
Eimstimgemim w5 | mport from Document: [demographics.fm =
Emem e | imp [gemograp / -l
S ity e .

T Import and Update: /

Import Fonnats

I~ Paragraph Formats |7 Reference Paggs

J7 Character Formats

I~ Page Layouts |7 Cross-Reference Formats
|7 Table Formats |7 Conditional Text Settings

7 Color Definitions 7 Math Definitions

W Properties

While Updating, Remove:
| -1 Manual Page Breaks _i Other Format/Layout Overrides |

{Ho Undo)
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Distribution of CRFs

DataFax Database

Postscript files for set-up,
annotated reports, etc.

\& S
,\,50 <@ Copy Vendor
/ 4‘25 > *Hard copy or pdf sent via
CRFs } \‘,\\0(\ & — email or posted on web
(Frame (\6 ’b'((\ -
book file) P 6‘\‘ Study Sites
~ @ & — [ -Hard copy or pdf sent via
6{\0 ~ email or posted on web
\ ?S\ eQ,
’o(Q \ Other Study Materials
% «CRF Instructions
* Study Specific Procedures

«Interview Cards
« Participant Diaries

Web Site J
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Efficient Creation & Distribution of CRFs
for DataFax Systems

Create a CRF development process

In addition to following DataFax’s CRF design
guidelines, create other time-saving CRF
conventions

Use a powerful software application for
creating and customizing CRFs (such as
Adobe FrameMaker)

Regardless of what software you use, ensure
that it includes flexibility for different output
and distribution options

2001 DataFax User Group Meeting, February 2001

27

On-line Resources

Statistical Center for HIV/AIDS Research & Prevention (SCHARP):
www.scharp.org

HIV/AIDS Research organization within the Public Health Sciences
Division of the Fred Hutchinson Cancer Research Center in Seattle,
WA.

Adobe FrameMaker: www.Adobe.com

A great solution for designing and publishing Case Report Forms and
other study materials in multiple formats and across computer
platforms.

FrameMaker User Reference site: www.FrameUsers.com

A comprehensive FrameMaker® Reference Site and largest
FrameMaker User Network (FUN) available to anyone around the
world. Their email list is the most useful Frame resource we've found.

DataFax: www.datafax.com
DataFax is the premier fax-based data management system for clinical
trials.
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