
IInn pprroodduucciinngg rreeppoorrttss ffoorr iinntteerrnnaall uussee oorr rreegguullaattoorryy ssuubbmmiissssiioonn,, pphhaarrmmaacceeuuttiiccaall RR&&DD
oorrggaanniizzaattiioonnss eexxppeenndd ccoonnssiiddeerraabbllee ssttaaffff rreessoouurrcceess ttrraannssffoorrmmiinngg ddaattaa,, ccrreeaattiinngg ttaabblleess aanndd ggrraapphhss,, llaayyiinngg
oouutt aanndd eeddiittiinngg ddooccuummeennttss,, vvaalliiddaattiinngg ddaattaa rreeffeerreenncceess aanndd aannaallyyssiiss,, aanndd uuppddaattiinngg ddooccuummeennttss wwhheenn nneeww
ddaattaa aarree rreecceeiivveedd.. OOfftteenn tthhiiss wwoorrkk mmuusstt bbee ppeerrffoorrmmeedd bbyy sskkiilllleedd rreesseeaarrcchheerrss,, ttaakkiinngg tthheemm aawwaayy ffrroomm
mmoorree pprroodduuccttiivvee aanndd bbeenneeffiicciiaall wwoorrkk.. WWhhiillee tthhiiss aaccttiivviittyy iiss nneecceessssaarryy,, mmuucchh ooff tthhee oovveerrhheeaadd,, rreeppeettiittiioonn,,
aanndd ppootteennttiiaall ffoorr eerrrroorr ccaann bbee mmiinniimmiizzeedd bbyy mmoovviinngg ttoo aann aauuttoommaatteedd,, ssttaannddaarrddiizzeedd ssyysstteemm ttoo pprroodduuccee rreegg--
uullaattoorryy rreeppoorrttss.. IInn aaddddiittiioonn,, 
mmaannuuaall rreeppoorrtt pprreeppaarraattiioonn oofftteenn rreepprreesseennttss aa ccrriittiiccaall ggaapp iinn ccoommpplliiaannccee wwiitthh EElleeccttrroonniicc
SSiiggnnaattuurree//RReeccoorrddss rreegguullaattiioonnss ((2211 CCFFRR PPaarrtt 1111))..

PPhhaarrssiigghhtt hhaass ddeevveellooppeedd tthhee PPKKSS RReeppoorrtteerr ttoo aaddddrreessss tthhiiss nneeeedd.. WWiitthh tthhee PPhhaarrssiigghhtt KKnnoowwlleeddggeebbaassee
SSeerrvveerr ((PPKKSS)) aass aann uunnddeerrllyyiinngg sseeccuurree ssoouurrccee ooff rreegguullaattoorryy--ccoommpplliiaanntt ddaattaa aanndd aannaallyyssiiss rreessuullttss,, PPKKSS
RReeppoorrtteerr aalllloowwss rreesseeaarrcchheerrss ttoo uussee ffaammiilliiaarr ttoooollss,, ssuucchh aass WWiinnNNoonnlliinn aanndd MMiiccrroossoofftt WWoorrdd,, ttoo ccoonnssttrruucctt,,
uuppddaattee,, rreevviieeww,, aapppprroovvee,, aanndd vvaalliiddaattee aannyy ttyyppee ooff rreeppoorrtt.. PPKKSS RReeppoorrtteerr iimmpprroovveess sscciieennttiiffiicc pprroodduuccttiivviittyy,,
rreedduucceess QQAA oovveerrhheeaadd,, aanndd pprroovviiddeess aa wwaayy ttoo ssttaannddaarrddiizzee aanndd aauuttoommaattee rroouuttiinnee ddooccuummeenntt aauutthhoorriinngg
ttaasskkss..

AAUUTTOOMMAATTIIOONN OOFF DDOOCCUUMMEENNTT AAUUTTHHOORRIINNGG AANNDD UUPPDDAATTIINNGG

The PKS Reporter provides an automated
system for the authoring, updating, and
review/approval of standard or customized
reports and documents. It is directly inte-
grated with the Pharsight Knowledgebase
Server (PKS) and accesses data and model-
ing results saved by WinNonlin Enterprise,
Pharsight’s industry-leading PK/PD model-
ing and analysis tool, as well as results
from other analysis tools and data sources.
Users can browse the PKS database, load-
ing objects and values drawn from various
analysis scenarios into tags inserted into
the document. Standardized templates can

be defined and PKS Reporter will step through the templates, tag by tag, allowing you to select
and insert specific objects to match the format specified in the template. 

IINNTTEEGGRRAATTIIOONN WWIITTHH LLEEAADDIINNGG AANNAALLYYSSIISS TTOOOOLLSS -- WWIINNNNOONNLLIINN

PKS Reporter works directly with data, tables, and plots produced by WinNonlin, Pharsight’s
industry-leading tool for PK/PD modeling and Noncompartmental Analysis. WinNonlin
Enterprise,provides import and export interfaces to other modeling and analysis tools including
SAS® and NONMEM®. File formats of any type (ASCII, JPG, DOC, etc.) can be saved and loaded
into PKS, supporting compliant capture of output from a 
wide variety of visualization and 
analysis tools. 

PHARSIGHTPKS REPORTER™ 1.2
®

BENEFITS

> Secure document authoring compliant

with 21 CFR Part 11 regulations

> Improve researcher productivity, 

reduce rework, and free-up vital 

scientific resources

> Improves quality and reduces QA effort

from template-driven standardization

and automation of routine reports

> Simplifies management and 

documenting of clinical data 

analysis and reporting processes

> Ensure compliance with SOPs and

regulations by creating standardized

templates for common reports

HIGHLIGHTS

> Insert tables, plots, text, and data 

created in WinNonlin® and other 

analysis tools 

> Use templates to create standardized

formats for routine reports or to 

manage boiler-plate text

> Complete access to all Word

functionality for formatting and 

document layout

> Capture interpretations and other 

text with option to prompt for updates

when data changes

> Option to verify all content each time 

a document is opened, ensuring that 

the document contents match the most

recent version

> Electronic signature support for

review/approval process, including 

generating a list of signers and a 

signature page

> Provided as a Microsoft® Word add-in 

to simplify deployment



For additional information
contact the Pharsight sales department at 
888-708-7444 (650-314-3800 outside U.S.).
Or visit our web site at http://www.pharsight.com

Pharsight Corporation
321 East Evelyn Avenue, 3rd Floor
Mountain View, California  94041
Tel: 650-314-3800 · Fax: 650-314-3810 Email:
info@pharsight.com

This information applies to PKS Reporter 
version 1.2

Copyright Pharsight Corporation, 1998–2005. All rights
reserved. Trial Simulator, Knowledgebase Server and PKS
Reporter are trademarks of Pharsight Corporation. Pharsight,
WinNonlin and WinNonMix are registered trademarks of
Pharsight Corporation. Other company or product names
mentioned herein may be trademarks or registered trademarks
of their respective companies. This brochure is for informa-
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CCOOMMPPLLIIAANNTT PPRROODDUUCCTTIIVVIITTYY TTOOOOLL SSUUPPPPOORRTT –– MMIICCRROOSSOOFFTT WWOORRDD AANNDD EEXXCCEELL

PKS Reporter is integrated into Microsoft
Word, reducing the learning curve for
researchers and simplifying deployment for
IT professionals.  PKS Reporter adds a
series of new capabilities to Word,
accessed directly from easy-to-use menus
and dialogs. Users can quickly become pro-
ficient at building, maintaining, and finaliz-
ing documents by inserting tags that refer
to specific items in the PKS database such
as a plot, table, graphic visualization of the
data, or even a specific range of cells in a
WinNonlin data or analysis workbook. And
PKS Reporter uses the same advanced 3-
tier, web and XML-based architecture as
the Pharsight Knowledgebase Server.

2211 CCFFRR PPAARRTT 1111 CCOOMMPPLLIIAANNCCEE FFOORR RREEPPOORRTT AAUUTTHHOORRIINNGG AANNDD RREEVVIIEEWW

In combination with your SOPs and the Pharsight Knowledgebase Server, the PKS Reporter
helps to achieve full compliance with FDA regulation 21 CFR Part 11 (Electronic Records;
Electronic Signatures; Final Rule), supporting activities during both document authoring and dur-
ing review and approval phases. PKS Reporter uses electronic signatures, reason for change
capture, and comprehensive audit trails to store and manage Word documents containing
PK/PD data and analysis results from WinNonlin Enterprise and other analysis tools.

Analysis and modeling results are linked back to the underlying study data and changes to the
data, such as rerunning analysis or loading additional data, cause the linked report elements to
be marked for possible updates and review. PKS Reporter can provide full versioning and audit
trail control over finished reports, by using the capabilities of PKS to manage the report file
along with all supporting data and analysis needed for a regulatory submission. 

PKS Reporter and the Pharsight Knowledgebase Server are intended to be validated as a
"closed system" compliant with Electronic Records; Electronic Signatures; Final Rule (21 CFR
Part 11) and Guidance for Industry – Computerized Systems Used in Clinical Trials, deployed on
a pharmaceutical R&D organization’s intranet. 

RECOMMENDED REQUIREMENTS

> Processor: Pentium® III 700MHz 

or better 

> OS: Windows® 2000 or Windows XP      

(with Service Pack 1 or later applied)

> Memory: 64MB

> Hard Disk: 70MB 

> Other Required Software:

Microsoft Word 2000 or Microsoft 

Word XP, Microsoft Excel 2000 or 

Microsoft Excel XP, Internet Explorer 

5.0 or later, Pharsight Knowledgebase 

Server (PKS) version 3.0,Oracle® 8i or 

later

INTEGRATED SOLUTIONS

Pharsight provides an integrated suite of

products and services including:

> Pharsight® Knowledgebase Server™

> PKS Reporter™

> WinNonlin® Pro/Enterprise

> WinNonMix® Pro/Enterprise

> Pharsight® Trial Simulator™

> Drug Model Explorer™

> Product and Methodology Training

> PK Analysis and Reporting Automation

> Validation and Integration Services


