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StudyDocΆ Manager collates, organizes, and creates reports from preclinical (or Good Lab Practices ɀ 
GLP) study data, using data from the Thermo Scientific WatÓÏÎΆ database and metadata from the 
StudyDoc database. StudyDoc minimizes if not eliminates the process of merging and recombining 
and/or cutting and pasting to prepare a GLP Final Report. 
 

Automatic 
¶ Retrieves data from the Thermo Scientific WatsÏÎΆ database. 
¶ Processes it  using the StudyDocΆ Table Engine and the StudyDocΆ Field Code Engine 
¶ Combines it with boilerplate text and formats using StudyDocȭs Control led Microsoft® 

Word templates 
Adaptable 

¶ Enables flexible template control, allowing creation of one template for each report type 
¶ Automatically fills in customized reports, allowing for single template to be used for single 

or multi-analyte studies. 
¶ Supports multiple concentrati on ranges and multiple matrices for complex studies. 

¶ Users can configure Figures, Appendices and Attachments to be included in the Final 
Report. 

¶ Incorporates Gubbs® Inc ChromReporter  to include Sciex Analyst® chromatograms. 
Designed for  Complia nce 

¶ Uses LockSection and graphical table functions to allow section-specific data protection of 
automatically generated reports. 

¶ Gives Full 21 CFR Part 11 support (security, electr onic signatures, and auditing) 

Figure 1:    Data from Watson and settings from StudyDoc are automatically processed and combined with 
a template to produce an automated report in minutes. 

The StudyDoc Table Engine 
 

At the core of StudyDoc is its Table Engine, which builds tables from Watson data.  The user can have full 
control  over: 
¶ Table Presentation (orientation, statistical calculation methods, signif icant digits, etc.) 
¶ Samples wit hin tables (auto-assigned by default  for standard tables) 
¶ Treatment of special values (outlier values, rejected samples, etc) 
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The StudyDoc Fiel d Code Generator  

The key to StudyDocȭs flexibility  as automated reporting  software is its 
field code generator.  All key values present in the studies and imported 
through StudyDoc are converted into field codes.  In addition, the 
results of the Table Engine are converted into field codes, such that the 
complete section of tables, any individual table, or any table- specific 
statistical data can be put anywhere in the final document template.  
Specific references to tables in the form of hyper-links are also 
available. 

The field code generator gives LabIntegrityȭs clients complete control 
over the text sections of their reports.  This allows: 
¶ Rapid conversion of pre-existing reports into StudyDoc templates 

¶ The ability  to lock tables (through ȰÌockingȱ field codes) such that their contents cannot be 
manipulated, even if other sections of the document are edited. 

¶ The ability to add text sections discussing multiple analytes and their characteristics. 
¶ Admins can create custom field codes for information that is not contained in Watson or 

StudyDoc. 
 
The field code generator gives LabIntegrityȭs clients complete control  over how the text sections of their 
reports are generated. 

 
The Mic rosoft®  Word  Report  Template:  

Samples in t his project were analyzed for [ANALYTE] according to 

[SUBMITTEDBY] Laboratory M ethod  (LM) ŗ[LABMETHODNAME]Ř, 

[LABMETHODNUMBER].  This method  employs 

[METHODASSAYPROCEDUREDESCRIPTION].  This method  was validated for 

the analysis of [ANALYTE] in [SAMPLESIZE] [SAMPLESIZEUNITS] 

[ANTICOAGULANT] b uffered [SPECIES] [MATRIX] over a concentration 

range of [LLOQ] [LLOQUNITS] to  [ULOQ][ULOQUNITS]ŏ 

Final Report: 

Samples in t his project were analyzed for Verapamil and Reserpine 

according to  aCRO Division, Inc. Laboratory Method  (LM) ŗStandard StudyŘ, 

7201B.  This method  employs protein precipitatio n.  This method  was 

validated for t he analysis of Verapamil and Reserpine in 20 µL K2-EDTA 

buf fered rat p lasma over a concentration  range of 1.00 ng/m L to 1000 

ng/m Lŏ 

Figure 2:    (left) Simple workflow from Watson data to final report.  (right) Example of field code 

Select Watson Study 

Select StudyDocÊ 

Template 

Generate 

Report 

Assign Samples to 

Special Tables 

(if  needed) 

.docx 

Bold ,  italic, hyperlinked 

For more information, please contact:   info@labintegrity.com 
Or visit www.labintegrity.com  

2016 LabIn tegri ty Inc. 5 

http://www.labintegrity.com/


LABIntegrity 

StudyDocÊ Report Writing  Manager 
substitutions performed in the final report by the field code engine. 

Document Content Management and Version Contro l 

 

StudyDoc offers complete document content management and version control of Microsoft Word Report 
Templates and StudyDoc output (drafts, sections, individual tables and Final Reports). 
 

StudyDoc documents (Microsoft Word Report Templates and StudyDoc output) are stored in the 
StudyDoc database. Document viewing, modification and pri nting are restricted to users with 
appropriate permissions. Documents  are created/ modified within the StudyDoc application. If 21 CFR 
Part 11 compliance is enabled, modification audit  trail entr ies are recorded including identification of 
modifier and date of modification. 
 

All document modifications are version control led. Users may compare versions of documents, make 
modifications as necessary and save as a new version. 

Figure 3:    StudyDoc Document Control Window. 
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21 CFR Par t 11 Compliance  

 
StudyDoc can be configured to be 21 CFR Part 11 compliant  including user account assignments, 
electronic signatures and audit  tr ails. 
 

Audit tr ails keep track of any changes made in the report generation process. 
Electronic signatures allow the software to restrict any fraudulent StudyDoc changes. 
 

The 21 CFR Part 11 compliance feature can be configured as a silent audit  trail wit hout an electron ic 
signature prompt. 
 

User Group s and Permis sions  
 
StudyDoc permissions  allow for strict access-and control  of reporti ng features, including the ability to 
adjust the types of tables in a report, and the ability to create newer versions of the report templates. 
 

StudyDoc permissions are governed by Permission Groups. Permission Groups are configured by an 
administrator ; groups are then assigned to individual user accounts. 

Figure  4:    StudyDoc Permissions Manager. 
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Automatic Method Validation Sample Assignment  

 
Method Validation studies typically involve at least 10 ɀ 15 specific assays including but not 
limited to:  

Figure 5:    StudyDoc Auto-Assign Samples  Feature 
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1. Calibration Curve 
a. Accuracy and Precision 

2. QC 
a. Accuracy and Precision 

3. Recovery and Matrix Factor 
4. Matrix Effects 
5. Dilution Linearity 
6. LLOQ Analysis 
7. Carryover 
  

7. Selectivity 
8. Sensitivity 
9. Reinjection Reproducibility 
10.  Stability 

a. Freeze and Thaw 
b. Bench-Top 
c. Long-Term 
d. Stock Solution 
e. Processed Sample (autosampler) 

11. Hemolyzed Matrix 
  

Typically users must manually select these samples in Watson, generate a text file output, then 
copy/paste/format this table. Some assay types (e.g. Recovery and Matrix Factor) are not 
available in Watson. StudyDoc allows users to similarly assign samples to assay tables, including 
Recovery and Matrix Factor tables, not provided by Watson. 
 
!ÌÔÅÒÎÁÔÉÖÅÌÙȟ ÕÓÅÒÓ ÍÁÙ ÕÓÅ 3ÔÕÄÙ$ÏÃȭÓ !ÕÔÏÍÁÔÉÃ -ÅÔÈÏÄ 6ÁÌÉÄÁÔÉÏÎ 3ÁÍÐÌÅ !ÓÓÉÇÎÍÅÎÔ 
feature. StudyDoc allows users to assign and/or exclude Sample Name and Analytical Run 
Description text fragments to specific tables, which allows StudyDoc to automatically assign 
samples to specific assay tables. 
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Return On Investment (ROI) 

 
Because of the manual nature of non-automated Final Report processes, an inordinate amount of time is 
spent manually copying/ pasting/ formatting/hyp erli nking text. In addition, a large number of Quality 
Contro l (QC) and Quality Assurance (QA) events are needed to ensure accuracy and data integrity. 
 

The cost savings of automating Final Report generation are real. Below is a table of an estimation of these 
cost benefits, which does not include the tangible benefits of being able to quickly close out a study and 
start a new study. 
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StudyDoc Home 

 
StudyDoc can retr ieve data from either the Watson database or a Watson Archived Study Microsoft 
Access fi le (.mdb). Interacting with the Watson Archived Study is desirable during StudyDoc evaluation 
since the validated Watson database is not touched. 
 

StudyDoc is available as a fully-functional trial version that interacts solely with Watson Archived Studies 
for ease of evaluation. 

Figure 5:    StudyDoc Home Page. 
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When a new study is loaded in StudyDoc, the user is prompted to apply a Study Template. The Study 
Template will tell StudyDoc the type of study (Method Validation, Sample Analysis). In addition, StudyDoc 
wi ll apply the underlying metadata, configuration settings, and tables contained in the study configured as 
the Study Template. 
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StudyDoc Data Integri ty Featur es 

 

One of the most important issues in GLP Final Report  is maintaining the integri ty of the data as it  resides 
in the Microsoft Word document. The uncontrolled nature of the Word document requires either the use 
of a commercial Document Management System (DMS) or the implementation of a manual Windows® 
directory scheme that entails restricted access to users, report wri ters and Quality Assurance (QA) 
personnel. The latter typically involves a high level of Quality Control  (QC) and QA events in order to 
ensure the integrity of the data before it  is sent out to the client/ customer. 

StudyDoc has several features to help ensure the integri ty of the data is maintained. 

¶ Lock Sections Field Code 
Table creation field codes can be preceded and followed by the field codes 
[LOCKSECTION] and [UNLOCKSECTION], respectively. The portion of the document 
enclosed by these field codes are then locked using WordȭÓ ȬRestrict Editingȭ feature. A 
random password (unknown to anyone) is created and applied to the section. 

¶ Graphical Tables 
Users can configure tables to created, then converted to a figure, ensuring that table data 
cannot be modified. 

¶ Table Date/Time Stamp 
Users can configure tables to include a date/t ime stamp. 

¶ Watson Check 
When a study is opened in StudyDoc, StudyDoc checks to ensure that any reported 
concentrat ions have not been changed since the last time a Final Report has been 
generated in StudyDoc. If a concentration is found to have been changed, StudyDoc 
displays a constant warning message wit h a blinki ng red dot: 

The specific concentrat ion that has been changed can be viewed by clicking ȬView Report 
Historyȭ ɀ ȬView Underlying $ÁÔÁȣȭȡ 
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Bui lt-in Tables ɀ Method Validat ion Tables 
 

The following are examples of StudyDoc built-in Method Validation tables 
 

1. Summary of Interpolated QC Std Conc Intra - and Inter-Run Precision 
 

2. Summary of Interpolated Dilution QC Concentrations 
 

3. Summary of Combined Recovery 
 

4. Summary of True Recovery 
 

5. Summary of Suppression/Enhancement 
 

6. Summary of Matrix Factor 
 

7. Summary of Interpolated Unique QC Low for Matrix Effects on Quantitation Assessments 
 

8. Summary of [Period Temp] Stabili ty in Matrix 
 

9. Summary of Freeze/ Thaw [#Cycles] Stability in Matrix  
 

10. [Period Temp] Final Extract Stability of Interpolated QC Std Concentrations 
 

11. [Period Temp] Stock Solution Stability Assessment 
 

12. [Period Temp] Spiking Solution Stability Assessment 
 

13. [Period Temp] Long-Term QC Std Storage Stability 
 

14. Hemolysis Sample Summary 
 

15. Carryover Table 
 

16. Ad Hoc Stability 
 

17. Ad Hoc Stability Comparison 
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Summary of Interp olat ed QC Std Conc Intra- and Inter -Run Precision 
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Summary of Interp olat ed QC Std Conc Intra- and Inter -Run Precision 

Stat ist ics and ANOVA Secti on 

Summary of Interp olat ed Diluti on QC Concentrat ions 
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Summary of Combined Recovery 
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Summary of True Recovery  
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Summary of Suppres sion/ Enhancement  
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Summary of Matri x Factor  
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Summary of Interp olat ed Uniqu e QC Low for  Matri x Effects on Quantitation Assessments 
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Summary of [Peri od Temp] Stabil i ty in Matrix  

Summary of Freeze/T haw [#Cycles] Stabili ty in Matrix  
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