
QUICK TIPS 
(--THIS SECTION DOES NOT PRINT--) 

 
This PowerPoint template requires basic PowerPoint 
(version 2007 or newer) skills. Below is a list of commonly 
asked questions specific to this template.  
If you are using an older version of PowerPoint some 
template features may not work properly. 
 

TEMPLATE FAQs 
 

Verifying the quality of your graphics 
Go to the VIEW menu and click on ZOOM to set your 
preferred magnification. This template is at 100% the size 
of the final poster. All text and graphics will be printed at 
100% their size. To see what your poster will look like when 
printed, set the zoom to 100% and evaluate the quality of 
all your graphics before you submit your poster for printing. 
 
 
Modifying the layout 
This template has four different  
column layouts.  Right-click your  
mouse on the background  and  
click on LAYOUT to see the layout  
options.  The columns in the provided  layouts are fixed and 
cannot be moved but advanced users can modify any layout 
by going to VIEW and then SLIDE MASTER. 
 
 
Importing text and graphics from external sources 
TEXT: Paste or type your text into a pre-existing 
placeholder or drag in a new placeholder from the left side 
of the template. Move it anywhere as needed. 
 
PHOTOS: Drag in a picture placeholder, size it first, click in 
it and insert a photo from the menu. 
 
TABLES: You can copy and paste a table from an external 
document onto this poster template. To adjust the way the 
text fits within the cells of a table that has been pasted, 
right-click on the table, click FORMAT SHAPE  then click on 
TEXT BOX and change the INTERNAL MARGIN values to 0.25. 
 
 
Modifying the color scheme 
To change the color scheme of this template go to the 
DESIGN menu and click on COLORS. You can choose from the 
provided color combinations or create your own. 
 
 
 
 
 

 
 

 

QUICK DESIGN GUIDE 
(--THIS SECTION DOES NOT PRINT--) 

 
This PowerPoint 2007 template produces a 91cm x 122cm 
professional  poster. You can use it to create your research 
poster and save valuable time placing titles, subtitles, text, 
and graphics.  
 
We provide a series of online tutorials that will guide you 
through the poster design process and answer your poster 
production questions.  
 
To view our template tutorials, go online to 
PosterPresentations.com and click on HELP DESK. 
 
When you are ready to  print your poster, go online to 
PosterPresentations.com. 
 
Need Assistance?  Call  us at 1.866.649.3004 
  

Object Placeholders 
 

Using the placeholders 
To add text, click inside a placeholder on the poster and 
type or paste your text.  To move a placeholder, click it 
once (to select it).  Place your cursor on its frame, and your 
cursor will change to this symbol       .  Click once and drag 
it to a new location where you can resize it.  
 
Section Header placeholder 
Click and drag this preformatted section header 
placeholder to the poster area to add another section 
header. Use section headers to separate topics or concepts 
within your presentation.  
 
 
 
Text placeholder 
Move this preformatted text placeholder to the poster to 
add a new body of text. 
 
 
 
 
Picture placeholder 
Move this graphic placeholder onto your poster, size it first, 
and then click it to add a picture to the poster. 
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• Cor/costeroids"cons/tute"an"important"class"of"compounds"across"
many"indica/ons"primarily"based"on"their"an/Ginflammatory"or"
immunosuppressive"proper/es."
• Topical"cor/costeroids"are"indicated"for"the"treatment"of"
cor/costeroidGresponsive"dermatoses"based"on"successful"outcomes"in"
clinical"trials"on"psoriasis"and"atopic"derma//s."
• There"are"levels"of"potency"of"topical"cor/costeroids"based"on"their"
vasoconstric/on"effect,"which"has"been"believed"to"be"related"to"clinical"
efficacy.""
• Comparison"of"topical"cor/costeroids"across"potencies"would"be"
facilitated"by"conversion"of"legacy"data"for"clinical"trials"involving"topical"
cor/costeroids."
• Clinical"trials"on"topical"cor/costeroids"would"also"offer"an"opportunity"
to"view"the"relevance"of"SDTM"in"data"presenta/on"for"topical"
dermatologic"product"studies."

Introduc4on0

Objec4ve0

Results0(Con4nued)0
• Observed"deficiencies"in"the"legacy"datasets"affec/ng"conversion"(cont�d):""
– Terminology"issues,"e.g,"nonGstandard"terminology,"or"outdated"versions"of"
dic/onaries"
– Problema/c"reference"issues,"e.g.,"referencing"SEQ"while"the"reference"
variable"is"character."
– Invalid"event"dates,"e.g.,"start"date"aYer"end"date"
– Subjects"in"dataset"domains"but"excluded"in"DM"domain,"e.g.,"screen"
failures"

• Outstanding"issues"with"respect"to"topical"cor/costeroid"data"conversion"
include:""
– (1)"mul/ple"treatment"arms"within"a"single"subject"
– (2)"loca/on"for"treatment"history"and""
– (3)"difficulty"in"quan/fying"exposure.""
""These"are"issues"that"may"not"be"unique"to"topical"cor/costeroid"studies,"
but"common"among"topical"dermatologic"product"clinical"trial"data."These"
issues"are"also"relevant"to"the"development"of"therapeu/c"standards"for"
topical"dermatologic"products."

0
Mul4ple0Treatment0Arms0within0an0Individual0Subject"
• Topical"dermatologic"product"studies"may"involve"simultaneous"applica/on"of"
different"drugs,"doses,"or"dosage"forms"on"the"skin"of"each"subject."
• This"is"typically"the"case"in"dermal"safety"studies"with"applica/on"of"test"drug"
doses,"and"posi/ve/nega/ve"controls."
• Some"studies"may"also"involve"procedures"such"as"irradia/on"to"skin"in"addi/on"
to"test"drug."
• However,"ARM"and"ARMCD"variables"in"the"DM"domain"will"allow"only"one"value"
per"subject.0
0
Treatment0History"
• Treatment"history"informa/on"in"the"legacy"clinical"data"on"topical"cor/costeroid"
trials"are"difficult"to"find."
• Using"the"annotated"CRFs"from"submiaed"materials,"this"informa/on"is"
some/mes"traced"to"a"nonGstandard"domain."However,"the"data"may"also"appear"
under"EX"or"CM"but"more"oYen"under"SUPPQUAL"domains."
• When"converted"to"SDTM,"we"also"found"that"there"is"not"a"per/nent"domain"for"
the"loca/on"of"treatment"history"data."0
0
Quan4fying0Exposure"
• With"respect"to"drug"exposure,"the"amount"of"topical"drug"administered"depends"
on"the"severity"and"size"of"the"skin"condi/on."This"variability"does"not"allow"
consistent"descrip/on"of"dosage"as"a"variable"in"the"standard"datasets."
• Measurement"of"drug"administered"is"rarely"accurate"for"each"individual"dosing"
when"a"topical"drug"is"applied"to"skin,"and"so"is"its"recording"in"the"standard"
datasets,"e.g.,""
– Dosing"with"descriptors"such"as"�thin"film�,"�liberally�"etc."cannot"be"
accommodated"as"a"numerical"variable."

• The"term"�applica/on�"as"a"dosing"unit"is"not"standard."

Conclusions0
• This"project"has"prepared"data"for"beaer"safety"and"efficacy"analysis;"
the"clinical"data"converted"to"standard"format"will"be"helpful"for"
compara/ve"effec/veness"of"topical"cor/costeroids"across"potencies"as"
defined"by"the"vasoconstric/on"assay.""
• This"project"has"helped"to"discover"poten/al"issues"to"be"considered"for"
therapeu/c"standards"projects"for"topical"products."
• This"project"has"made"it"possible"to"develop"a"proposal"to"further"adapt"
SDTM"to"encompass"the"challenges"of"topical"medica/on"data."

• The"objec/ve"of"the"current"project"is"the"conversion"of"legacy"data"
from"clinical"trials"on"topical"cor/costeroids"into"SDTM"format,"by"taking"
previously"submiaed"topical"cor/costeroid"clinical"data"and"
transforming"them"into"CDISC�s"SDTM"format.""

""Having"a"standardized"format"for"all"submiaed"data"increases"the"
ability"to"compare"across"studies/products"for"beaer"data"analysis"
and"highlights"what"significant"informa/on"current"submissions"
may"be"lacking."

Methods"
• Conversion"was"done"using"SAS"programming"to"rename"and"reformat"
exis/ng"variables"in"previously"submiaed"datasets.""
• Valida/on"of"the"SDTM"datasets"established"was"by"OpenCDISC."

Materials0"
• Clinical"data"from"5"topical"cor/costeroids"represen/ng"6"applica/ons"
were"studied."
– Steroid"1:"superGhigh"potency" "–"""6"trials"
– Steroid"2:"lower"midGstrength"potency" "–"""4"trials"
– Steroid"3:"lower"midGstrength"potency" "–"""3"trials"
– Steroid"4:"high"potency" "–"16"trials"
– Steroid"5:"superGhigh"potency" "–"""8"trials"

"Total"of"" "–"""37"clinical"trials,"including""
"efficacy"studies,"PK"studies,"HPA"axis"studies,"and""
"dermal"safety"studies""

There"were"a"total"of"484"datasets"studied"among"the"37"studies."

Results0
• Legacy"clinical"data"from"the"submiaed"datasets"were"successfully"
converted"into"CDISC�s"SDTM"format"for"all"the"applica/ons"studied.""
• Define.xml"files"were"also"successfully"created."
• Observed"deficiencies"in"the"legacy"datasets"affec/ng"conversion"include,"but"
are"not"limited"to"the"following:""
– CRF"annota/on"incomplete"or"misleading"
– Lacking"essen/al"informa/on,"e.g.,"country"where"study"took"place,"
inves/ga/on"site"ID,"TESTCD,"etc."
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