Instructions for Using the eCTD Quick Viewing Tool

Version 1.5
5/10/2002

The eCTD Quick Viewing Tool (ViewXML.xml) provides a basic interface for
viewing an instance of the Electronic Common Technical Document (eCTD) or
Regional document rendered in Extensible Markup Language (XML) . The
viewing interface displays an XML Stylesheet Language Transformation (XSLT)
of the file contents, rather than a physical transformation of the file itself.

The eCTD Quick Viewing Tool works with Microsoft Internet Explorer (IE) 5.0 or
above and will only function correctly when:

1) The selected XML instance consists of well-formed XML.

2) The syntax of the target XML instance conforms to a recognized
International Conference on Harmonisation (ICH) standard.” The target
XML instance must include the proper eCTD or Regional document
element. If a Document Type Definition (DTD) is referenced, the XML
syntax must strictly conform to the referenced DTD.

The eCTD Quick Viewing Tool is NOT designed to isolate formatting errors in an
eCTD or Regional XML document.

1.1 VIEWING AN ECTD XML INSTANCE

The eCTD Quick Viewing Tool can be associated with any existing eCTD or
Regional XML file. To do this,

1) Locate the ViewXML.xml file. The ViewXML.xml file should reside on a
local drive. If the ViewXML.xml file is currently located on a non-local
network drive, please copy the file to a local drive.

2) Open the ViewXML.xml file. The launch screen is displayed:

! Version 1.5 of the eCTD Quick Viewing Tool has been baselined on guidance provided in the ICH eCTD
Specification V 2.0 February 12, 2002.
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3) Click the Browse button.

4) Select the XML file you want to transform and click the Open button:

Choose file x|
Look jr: [ 0001 T eEcrE-
[ Imodule_t TOC_REGIONAL XML
fda_reqgional_0001 . xml
fda_rsg\unal_vﬂ‘tdtd
HE |reviewToolStartup. htral
TOC_CLIMICAL, ¥ML
File name: Iecld_UUUT Luml j Dpen I
Files aof tupe: IA\I Files [*.%] j Caneel
7]

Alternatively, you can simply type the full-qualified name of the file into the
field next to the Browse button.
5) On the launch screen, click the Display button.

A transformed version of the selected file should now be displayed in a
secondary window.

The eCTD Stylesheet displays submission summary information, provided:

1) The Regional XML file indicated in the eCTD XML file exists and the
indicated Regional path is valid (normally the same directory).

2) The Regional XML file includes the appropriate information.

The eCTD Stylesheet instructs IE to display only the headings associated with
actual document nodes. The corresponding file links are displayed directly below
the node headings. For example:
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‘A C:\nda-99999\0000% ectd_0000xmi {Transfo =] 4
Fle Edit View Favortes Took Help ‘
GBack « = - (@ [ @4 | Deeach [EFavoites Pveda B | By S =
Address [[=] Ciind d_0000, i (Tt d =] o |
eCTD
Applicant Mame: Demonstrator
Product Name: Cureal
Subrmission No.: 0000
No. of Documents: 51
Expand All Collapse All
| m1-administrative-information-and-prescribing-information |
fda regional xml +
| m2-2-introduction |
NDA Summary +
| m2-6-4-pharmacokinetics-written-summary |
Toxicology Summary +
| m2-7-1-summary-of-biopharmaceutics-and-associated-analytical-methods | &

Clicking on a blue file name below a header opens the indicated file and displays
the file contents in a separate browser window, provided:

1) The file path included in XML file is valid.
2) |E can understand the format of the indicated file.
Clicking once on the plus sign to the right of the file name displays included

summary information for the file, causing the plus sign to change to a minus sign,
as shown below:

3 E:% submissions'ynda_771234%0001%ectd_0001.xml {Transformed) - Micro: - Ellﬂ

Fle Edit Wew Favarites Tools Help

bk -~ = - @ 7t ‘ Qsearch [GiFavarites GMedia ¢4 ‘ - S 7@

Address I E:\submissionsinda_77123440001%eckd_0001.xml {Transformed) j Gn
=

Expand Al | Collapse &l |

| m1l-administrative-information-and-prescribing-information |

FDA Regional 0DD1XML +

m5-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-
claimed-indication

120 Day Safety Update Report -

Filename =

module_5/clinical_study_reports/efficacy_safety nausea/controlled_studies/study XUOF2
Checksum = 6d49365685e3e0017dc858ed14083148

Operation = new

D =

| m5-3-7-1-0502 |
Patient D013 +
Patient D016 +

| mo-3-7-1-0504 |

Patient 0023 + _|LI
fl |

5] [ Bmwoomper
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Clicking on the minus sign removes the summary information, restoring the file
name to its original appearance.

Clicking the Expand All button will display all of the summaries in the document,
as shown below:

/3 E:\submissions'nda_771234'0001\ectd_0001.xml (Transformed}) - Mi ]
Eile Edit ‘iew Favorites Tools Help |

dmback - = - (G [3) | DSearch [ElFaverites FiMeda | Ey- S 2] T 6

Address | E:\submissionstnda_77123410001\ectd_0001.xml (Transformed) | P

=

| m1-administrative-information-and-prescribing-information |

FDA Regional 0001XML -
Filename = fda_regional_0001.xml

Modified File = fda_regional_D000.x

Checksum = 2799(11929135863d964dhh4d74635h33

Dperation = replace
D=

ms-3-5-1-study-reports-of-controlled-clinical-studies-pertinent-to-the-
claimed-indication

120 Day Safety Update Report -

Filename =

module_5/ dlinical_study_reports/efficacy_safety_nausea/controlled_studies/study_XUOF3
Checksum = 6d49365685e3e0017dc858ed14083148

Operation = new

ID =

m5-3-7-1-0502 |

Patient 0013 -

Filename =
module_5/dinical_study_reports/crfs_patient_listings/study_XUOF302_crf/0502/0013.pd
Checksum = ad95a26fc49be082f50387202c39477F

Operation = new =
mn=

4| | 3
Ej ’_ l_‘ |@ Iy Computer 4

Clicking the Collapse All button removes the summary information, restoring all
file names to their original appearance in the file. For large XML files, both
processes may take several seconds.

1.2 SAVING A TRANSFORMATION IN PORTABLE HTML FORMAT

To save a transformation in portable HTML format, do the following:

1) Select Save As from the File menu. The Save Web Page dialog window
is displayed:

Save Web Page 21x|
Save jn IaDevelopment j - ofF E-

_Jtemp

File name;

Save

Cancel

Save as lype. [1wéeh Page. complete [* him.* i)

Lel Lol Lo

Encoding [Unicode

2) Select Web Page, HTML Only (*.htm,*.html) as the file type. Saving the
transformation as a complete web page produces an unusable file.
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3) Select a directory location from the Save in drop-down list at the top of the
window.

4) Click the Save button.
The resulting file will include all of the functionality available in the display

window. To keep the same look and feel as the display version, simply include a
copy of ViewXML.xml in the directory that includes the new transformation file.
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