
SmartLab 
Automated Compliance System 
The Pharmaceutical industry is facing major challenges in how to meet   
compliance regulations while increasing productivity. Meeting compliance   
requirements is mandatory. Liberating and reallocating resources from    
compliance activities to developing new candidates is critical to new product       
development. The industry has recognized that meeting these goals is      
becoming increasingly difficult using today’s paper based compliance        
management systems. Evolving from paper to an electronic laboratory     
notebook system will be the only manner to have confident compliance with 
breakthrough productivity. Changing the paradigm will provide the ultimate 
goal of electronic submissions, audits, reviews and investigations. 
 
It is estimated that 70% of all laboratory resources are dedicated to       
compliance activities. Evolving from a paper based system to an automated 
compliance system must initially mimic existing policies and procedures in  
order to minimize disruptions to current operations. Once electronic         
laboratory Notebooks are implemented, SOPs and test methods can be     
optimized with key elements that increase both quality levels and                 
productivity. 

Data Review time is reduced 
by 80% using a “Review at a 
Glance” summary screen. Data 
collected for each step is    
displayed along with a series 
of compliance flags indicating 
any issues or notations that 
should be reviewed.         
Compliance meta data is    
captured electronically and  
immediately available.  

Error Checking     
routines can be built 
into the procedures to 
alert operators to     
acceptable ranges for 
data at the time of data 
acquisition. 

Work Flow can be set 
up and assigned to an 
individual operator.   
Sample Administration 
lists can be created inside 
the SmartLab system or 
transferred from a LIMS 
system.  

Data Acquisition is direct 
from PC based and electronic 
instruments. Data is         
automatically transferred from 
validated transmitters to the 
operator’s clipboard,        
eliminating transcription errors. 
Productivity increases through 
direct data capture as well as 
eliminating the need for     
secondary verification         
operators.  

Security of data and 
people is addressed. 
All data is maintained 
on a secure, Part 11 
compliant server.      
Access  controls are  
extremely granular   
allowing rights and  
permissions to be set 
for performing labora-
tory tasks as well as 
accessing existing data.  

Leveraging existing 
Investments in        
networks, data archiving, 
LIMS and knowledge 
management systems is a 
key element of a       
laboratory eNotebook 
system. A Unified Data 
Exchange Manager allows 
seamless transfer of data 
using industry standard 
XML language. 
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Procedure Management  

The Current Procedure and 
Revision are automatically 
retrieved and displayed. 
 
For review purposes, the   
correct version of a procedure 
will be retrieved with every 
set of sample data. 

Steps are highlighted in order 
of implementation. 

Meta Data is displayed and 
collected and acceptable 
ranges for data are checked 
before data is collected. 

Data collection Boxes are 
automatically created with 
error checking routines that 
eliminate out of range data 
before it is accepted. 

Procedures are retrieved from existing   
document management systems. The    
SmartLab system assures that the correct   
procedure and version are assigned or        
retrieved for each task.  
 
Areas of concern or missing commands 
are highlighted. Issues must be addressed   
before work is assigned. 

Compliance Flags alert the operator and reviewer to issues such as out of specification results, 
audit trails, out of date data and allow raw data files to be viewed.  
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Security & Access Control  

New Users are easily entered as a standard template 
or an existing user may be cloned and then modified. 

Uniquely Defined 
users can be entered 
and tracked.  
 
Users may be desig-
nated as “inactive” to 
deny access but 
maintain history. 

Audit Trails are 
maintained for all 
changes made to in-
dividual’s rights in-
cluding the user 
name, time/date 
stamp and a reason 
code. 

Annotations are 
a v a i l a b l e  t o      
document the    
rat ionale and    
special notations 
for all changes 
made to an        
individual’s rights.  

The Security manager can  
facilitate, or limit, Data     
E x c h a n g e  b e t w e e n          
t e c h n i c i a n s  u s i n g              
configuration   factors such as 
assigned lab, operator       
location, project number or 
product type. You can also 
set a designation that allows 
a person to view other      
technician’s data in any ePMC 
location. 

Audit Trail information is maintained and 
can be reviewed  for any changes made to 
each operator, system and instrument in the 
SmartLab system. A Blue Compliance flag  
alerts a reviewer to the presence of a 
change. 
 

Rights and     
Permissions  

Security and access control can be centrally administered. A laboratory manager can change the 
Status of users, as appropriate. 
 
The Security Manager maintains a complete audit trail  for all changes. 
 

This is a standard set of 
technician rights that we 
assign. 
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Instrument Management  

Instrument and System Libraries are provided 
to facilitate installing and validating most 
common   laboratory instruments and        
systems.  

Certain key activities must be routinely performed and the results become critical elements of 
the compliance meta data required to assure that the only systems being used to generate 
data are current. Installation of new systems requires validation. The SmartLab software    
allows new systems to be added directly from a library in a similar manner to adding a new 
printer to a computer. Central Administration of the systems facilitates implementation and 
increases compliance. 

Instrument Eligibilities  are 
very granular. Each task     
associated with instrument 
management and operation 
can be granted to individual 
analysts and technicians. 
 

Audit Trails are maintained 
for every change to an    
analyst’s eligibility. A blue 
flag identifies the presence 
of an audit trail. 

Instrument Trending Reports can be used 
to review the performance of an individual    
system against validation and calibration    
criterion.  
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Sample Management  

The ePMC Session Manager  allows you to perform sample administration in the laboratory. You 
can easily create work orders for individual tests or test suites, which can be forwarded to a        
laboratory manager for assignment to individual analysts. Simply establish a standard suite of tests 
for a product or product code. Enter the product code and link it to a sample, and all of the individual 
tests are automatically set up and forwarded. A supervisor can then review the requests and assign 
them to appropriate analysts. 
  
Either the Session Manager or a LIMS system can be used to enter the samples, create the neces-
sary tests and assign the work to individual analysts. If the information is set up in LIMS, Session 
Manager will verify the selections and forward the work to the individual analyst’s clipboards for im-
plementation. 

 By entering Product Groups   a suite of tests can 
be  automatically linked to a sample 
 
 
The Correct Version will be provided to the    
analyst. A manager may select a previous version 
for comparison testing. 
 
Samples can be logged in and assigned to a    
location and a particular laboratory directly in the 
Session Manager. All of this information may also 
be sent to the ePMC system from a LIMS. 
 

Areas of Concern will be high-
lighted in yellow. 
 
 
Reason codes will be linked to 
each change in the sample as-
signment. 
 
 The  Ses s i on  Manage r       
automatically transfers ready-
to-implement Work Lists to the 
Analysts’ individual clipboard. 
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Data Review 

Data Exchange 

Data Review time is reduced 
by 80% using a “Review at a 
Glance” summary screen.  
 
Data collected for each step is 
displayed along with a series 
of compliance flags indicating 
any issues or notations that 
should be reviewed. Compli-
ance meta data is captured 
electronically and immediately 
available.  

A Unified Data Exchange Manager 
allows seamless transfer of data    
using industry standard XML         
language.  
 
Files and supportive compliance meta 
data are linked and available       
electronically.  
 
Operators and reviewers can         
instantly have access to critical     
elements such as raw data,        
processed results, audit trails,        
annotations for multiple revisions of 
documents, SOPs, test methods, 
batch records and test method 
sheets.  

Audit Trail 

Out of Limit 

Source Data Captured 
Annotation 

Attest / Approve 
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Data Reporting & Trending 

Use of data for trend analysis has been recognized as an important tool to improve quality. 
The key to making trend analysis practical is to provide standard reports that have easy     
access to data that is linked to all of the compliance meta data. The SmartLab software      
allows use of standard report writers to create configurable reports. Typical reports provide 
trending information on areas such as number and types of samples each analyst has      
completed,   environmental monitoring results, people and instrument performance, vendor 
and materials tracking metrics as well as compliance to procedures by monitoring and       
displaying the number of unplanned deviations. 

Standard Reports for instruments  allow key elements of instrument management to be 
tracked and trended. Every sample run on an instrument is easily identified and linked to the 
system allowing meta data to be available on demand. 

I n s t r u m e n t  G r o u p : B a l a n c e

E q u i p m e n t  I D : U S 3 1 4 D R

M a n u f a c t u r e r M o d e l S e r i a l  N u m b e r L o c a t i o n

M e t t l e r A E 4 0 0 5 2 9 8 N M H o p k i n t o n

P r o c e d u r e  N a m e S a m p l e  I D T e c h n i c i a n

E Q - 0 0 3 4 C A - 0 0 3 4 A A l b e r t o  C o r r e i a

E Q - 0 0 3 4 C A - 0 0 3 4 B A l b e r t o  C o r r e i a

E Q - 0 0 3 4 C A - 0 0 3 4 C A l b e r t o  C o r r e i a 9 / 1 / 2 0 0 1  8 : 4 6

D a t e  /  T i m e

3 / 1 / 2 0 0 2  9 : 4 1

1 2 / 1 / 2 0 0 1  1 1 : 4 1

S t a t u s

A c t i v e

Instrument Trending Reports 
can be used to review the 
performance of an individual 
system against validation 
and calibration criterion. The 
performance of a single sys-
tem in relation to all other 
identical systems can easily 
be evaluated and corrective 
action developed. 

People Trending Reports can be used to review the performance of an individual analyst 
against expected procedure performance met-
rics. Every sample run is linked to each analyst. 
Deviations whether preplanned or unplanned 
can be used as indicators of changes required 
to procedures or additional training required for 
an analyst and specific corrective action       
programs to be developed. 
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Training Programs for Operator and Trainer 

At VelQuest’s Customer Education Center, we are committed to providing you with the 
knowledge and competencies that guarantee your success with VelQuest’s products and 
their application within your laboratory.  We believe in practical, effective, targeted training 
that transfers the necessary knowledge to our customers and assures a successful          
implementation of your solutions. Our philosophy enables you to independently operate and 
expand the system throughout your company using internal resources. VelQuest can     
partner with you to supplement your staff. 

• System Operator Training (Hopkinton, MA) 

• System Operator Training (Customer Site) 
• System Administrator Training 

• Procedure Conversion Training 

• Instrument Interfacing  
• Train-the-Trainer Certification 

Customer Statements regarding   
measurable gains with Electronic 
Laboratory Notebooks running ePMC 
software: 

 
• 2/3’rds Liberation of resources from Data/Results Review. 
 
• 50% Liberation from Paper Notebook activities. 
 
• Takes no longer to prepare samples with Electronic Laboratory Notebooks. 
 
• 75% reduction in Data/Results Review Cycle Time. 
 
• Eliminate 1 Month Review Process in Stability Programs with on-line Review. 
 
• Very easy to use relative to paper based methods/analytical procedures. 
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