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Overview	
  

•  CDISC	
  SDTM	
  METADATA	
  SUBMISSION	
  
GUIDELINES	
  (SDTM-­‐MSG)	
  
–  Annota'on	
  Guidance	
  
–  Bookmarking	
  Guidance	
  

•  EXTENDING	
  ADOBE	
  ACROBAT	
  WITH	
  JAVASCRIPT	
  
–  Crea'ng	
  Annota'ons	
  
–  Crea'ng	
  Bookmarks	
  



CDISC	
  SDTM	
  METADATA	
  SUBMISSION	
  GUIDELINES	
  
Overview	
  

•  Published	
  by	
  CDISC	
  in	
  late	
  2011	
  
•  Guidance	
  on	
  how	
  to	
  compile	
  the	
  eCTD	
  module5	
  
“sdtm”	
  folder,	
  including	
  
–  annotated	
  CRF	
  (blankcrf.pdf)	
  
–  submission	
  datasets	
  
–  define.xml	
  



CDISC	
  SDTM	
  METADATA	
  SUBMISSION	
  GUIDELINES	
  
Annota'on	
  Guidance	
  

•  Different	
  Domains	
  
with	
  different	
  
background	
  
colours	
  

•  Dis[nguish	
  
between	
  Domain	
  
and	
  Variable	
  
annota[ons	
  
–  Font	
  colour	
  
–  Font	
  size	
  



CDISC	
  SDTM	
  METADATA	
  SUBMISSION	
  GUIDELINES	
  
Bookmarking	
  Guidance	
  

•  Dual	
  bookmarking	
  
–  By	
  [me	
  point	
  
–  By	
  CRF	
  domain	
  



EXTENDING	
  ADOBE	
  ACROBAT	
  WITH	
  JAVASCRIPT	
  
Overview	
  

•  Extending	
  func[onality	
  of	
  MS	
  Word	
  or	
  Excel	
  
using	
  VBA	
  macros	
  is	
  common	
  place	
  

•  Adobe	
  Acrobat	
  allows	
  extending	
  func[onality	
  by	
  
wri[ng	
  JavaScript	
  
–  JavaScript	
  files	
  are	
  plain	
  text	
  
–  Saved	
  within	
  the	
  Adobe	
  Acrobat	
  installa[on	
  folder	
  

•  We	
  can	
  write	
  JavaScript	
  to	
  automate	
  standard	
  
Adobe	
  Acrobat	
  func[onality	
  



EXTENDING	
  ADOBE	
  ACROBAT	
  WITH	
  JAVASCRIPT	
  
Crea'ng	
  Annota'ons	
  (1)	
  

From	
  the	
  SDTM-­‐MSG	
  
	
  
	
  
Required	
  detail	
  is	
  created	
  in	
  an	
  Excel	
  file	
  

•  different	
  font	
  size	
  
•  different	
  font	
  colour	
  

•  different	
  fill	
  colour	
  
•  fix	
  size	
  of	
  annota[ons	
  

•  Page	
  
•  Domain	
  /	
  Variable	
  

•  Text	
  content	
  
•  Fill	
  colour	
  



EXTENDING	
  ADOBE	
  ACROBAT	
  WITH	
  JAVASCRIPT	
  
Crea'ng	
  Annota'ons	
  (2)	
  

// depending on annotation type - dataset/variable - 
different font size/colour  
if (_type == "D") {  
  fsz = 12;  
  fgc = color.black;  
} else {  
  fsz = 8;  
  fgc = color.red;  
}	
  

// determine position (hard-coded) and size of bounding 
box (dependant on text length)  
x1 = 100;  
y1 = 400;  
x2 = x1 + (_text.length+1)*fsz*0.6;  
y2 = y1 + fsz + 2; 	
  

// construct the array for the text with formatting  
rt = new Array();  
rt[0] = new Object();  
rt[0].text = _text;  
rt[0].textColor = fgc;  
rt[0].textSize = fsz;  
rt[0].fontFamily = ["Courier", "monospace"]; 	
  

// create the annotation  
annot = obj.addAnnot({  
  page: _page-1,  
  type: "FreeText",  
  rect: [x1, y1, x2, y2],  
  width: 1,  
  strokeColor: color.black,  
  fillColor: bgc,  
  alignment: 1  
});  
annot.richContents = rt; 	
  

acrf_annotate(this, 4, "DM = Demographics", "D", 1); 	
  



EXTENDING	
  ADOBE	
  ACROBAT	
  WITH	
  JAVASCRIPT	
  
Crea'ng	
  Bookmarks	
  (1)	
  

•  From	
  the	
  SDTM-­‐MSG	
  we	
  want	
  to	
  create	
  dual	
  
bookmarks	
  

•  From	
  a	
  user	
  perspec[ve	
  this	
  is	
  doing	
  the	
  same	
  
thing	
  twice	
  

•  Instead,	
  specify	
  “By	
  [me	
  point”	
  bookmark,	
  then	
  
in	
  JavaScript	
  code	
  reverse	
  to	
  create	
  “By	
  domain”	
  
bookmark	
  



EXTENDING	
  ADOBE	
  ACROBAT	
  WITH	
  JAVASCRIPT	
  
Crea'ng	
  Bookmarks	
  (2)	
  

Required	
  detail	
  is	
  created	
  in	
  an	
  Excel	
  file	
  
•  Visit	
  
•  Module	
  

•  Page	
  



_root = obj.bookmarkRoot;  
 
// create/find Visits root  
_idx = acrf_find_bookmark(_root, "Visits");  
if (_idx == null) {  
  acrf_create_bookmark(_root, "Visits", 1, 0);  
  _idx = acrf_find_bookmark(_root, "Visits");  
} 
_visits = obj.bookmarkRoot.children[_idx];	
  

function acrf_create_bookmark(_parent, _text, _page, _location) {  
  _parent.createChild(_text, "this.pageNum=" + (_page - 1), _location);  
} 

// create/find bookmark for _visit  
_idx = acrf_find_bookmark(_visits, _visit);  
if (_idx == null) {  
  if (_visits.children == null) {  
    acrf_create_bookmark(_visits, _visit, _page, 0);  
  } else {  
    acrf_create_bookmark(_visits, _visit, _page, _visits.children.length);  
  } 
  _idx = acrf_find_bookmark(_visits, _visit);  
} 
_bmk = _visits.children[_idx];  
if (_bmk.children == null) {  
  acrf_create_bookmark(_bmk, _module, _page, 0);  
} else {  
  acrf_create_bookmark(_bmk, _module, _page, _bmk.children.length);  
}	
  

EXTENDING	
  ADOBE	
  ACROBAT	
  WITH	
  JAVASCRIPT	
  
Crea'ng	
  Bookmarks	
  (3)	
  

acrf_bookmark(this, "Screening", "Enrollment", 1); 	
  



Conclusion	
  

•  Crea[ng	
  blankcrf.pdf	
  manually	
  is	
  a	
  laborious	
  
process	
  that	
  can	
  be	
  prone	
  to	
  errors	
  

•  By	
  extending	
  Adobe	
  Acrobat	
  with	
  JavaScript	
  
much	
  of	
  the	
  repe[[ve	
  work	
  can	
  be	
  automated	
  

•  Result	
  is	
  a	
  blankcrf.pdf	
  that	
  is	
  more	
  useful	
  to	
  the	
  
reviewer	
  



Stop	
  the	
  press…	
  	
  

•  TS06:	
  Unleash	
  the	
  Power	
  of	
  Adobe	
  Acrobat	
  using	
  
Javascript	
  

•  FDA	
  won’t	
  accept	
  PDF’s	
  with	
  embedded	
  
JavaScript	
  code	
  
–  Can	
  manually	
  convert	
  each	
  bookmark	
  by	
  removing	
  the	
  

“Run	
  a	
  JavaScript”	
  ac[on,	
  replacing	
  it	
  with	
  a	
  “Go	
  to	
  a	
  page	
  
view”	
  ac[on	
  

–  Googling	
  found	
  a	
  u[lity	
  online	
  that	
  ‘may’	
  help	
  –	
  “Convert	
  
JavaScript	
  Links	
  To	
  Real	
  Links	
  “	
  
hfp://try67.blogspot.de/2011/09/convert-­‐javascript-­‐links-­‐
to-­‐real-­‐web.html	
  



Comments	
  /	
  Ques[ons	
  /	
  Sugges[ons?	
  


