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SmartBatch™ 

Electronic Batch Record System 

SmartBatch Electronic Batch Record System helps pharmaceutical companies meet the critical 
challenges of increasing productivity while maintaining compliance levels required by the FDA in the 
new “Risk based approach to the GMPs for the 21st century.”  SmartBatch is a procedure execution 
and electronic batch record solution. It’s a standard product alternative to complex, highly 
customized MES systems. 
 
SmartBatch frees operators, supervisors, managers and quality assurance analysts from devoting large 
amounts of time consumed by manual activities that are done to ensure that batch records are filled 
in completely and correctly. By automating these labor intensive activities, savings of 50% or more are 
realized, primarily in areas of data capture, document preparation, and QA review. 
 
Operators use SmartBatch as they use paper batch records. A procedure is opened electronically, data 
captured electronically, and then the operator signs. Another operator can sign in to continue that 
procedure, while the original operator moves on to another record. Managers can assign, review, and 
approve operators’ work. Trending reports and batch certificates can be automatically generated for 
review. Data can be exported to other corporate systems such as LIMS, MES, or ERP. 

Productivity is increased by SmartBatch. The 
system automates:  

• Batch Administration 

• Electronic availability of procedures—no 
need for paper printouts 

• Collection of data—no more paper logbooks, 
binders, or data forms! 

• Calculations—built into the procedure and 
validated (no more manual calculators) 

• Electronic Batch data review—cut review 
cycle times by 75% 

• Transfer of data to corporate systems 

Risk of non-Compliance is reduced by 
SmartBatch. The system assures: 
• Proper initiation of a procedure, 

preventing usage of outdated SOPs 

• Only trained operators use approved 
supplies and equipment 

• Alerts operators to usage of non-approved 
components in real-time 

• All collected data values are within 
approved and validated limits, reducing 
downstream investigations 

• Elimination of transcription errors from 
paper or data entry to other systems 
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Procedure Management  

Routines followed by operators 
are readily transferred to the 
SmartBatch system.  

• SOPs and batch records are 
maintained in a Microsoft 
Word or *.RTF format. They 
can be stored in an existing 
Document Management 
System, or as files on a 
secure server. 

• Loading procedures into 
the system is direct and 
efficient by using a wizard. 

• Wireless tablet PC’s allow 
operators mobility on the 
plant floor while executing 
the batch record. 

Procedure steps are always 
highlighted, making it easy for 
the operator to see the current 
step in order of 
implementation. 
 
Other information important to 
the operator can be displayed 
electronically, such as: 
 
• Bill of Materials 

• Protective gear 

• MSDS 

• Environmental conditions 

Data collection Boxes are created dynamically, 
automatically conforming to the procedure step. 
Error checking routines and limits are built into 
the procedure, eliminating out of range data 
before it is accepted. 

Compliance Flags alert the operator 
and reviewer to issues such as out of 
specification results, audit trails, and 

date expirations. Files can be viewed by 
clicking the flag. 
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Security & Access Control  

Users can be entered and tracked. New Users 
are easily entered as a standard template or an 
existing user may be cloned and then modified. 
Former users who have left the company or 
changed roles may be designated as “inactive”, 
to deny access but maintain history. 

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

Annotations are available to 
document special notations and 
rationale for all changes made.  

Security Manager controls Data 
Exchange and the viewing rights 
between operators, using such 
configuration factors as: assigned 
production line, location, project 
number or product type. 

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

Security and access control is centrally administered. A manager can change the Status of users, as 
appropriate. The Security Manager maintains a complete audit trail for all changes.  Reason Codes, 
as well as e-signatures, are required and maintained for changes made. 

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

Device and System Libraries are provided to 
facilitate installing and validating most common 
production equipment and systems. 

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

Equipment and Instrument Eligibilities are very 
granular. Each task associated with equipment 
management and operation can be granted to 
individual operators and technicians. 
 
Audit Trails are maintained for every change to 
an operator’s eligibility. A blue flag identifies the 
presence of an audit trail. 

Instrument and Equipment Trending Reports can 
be used to review individual system performance 
against validation and calibration criterion. 
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Test and Session Management  

SmartBatch Session Manager allows you to perform batch administration in the plant. You can easily 
create work orders for individual tests or process steps, which can be forwarded to a manager for 
assignment to individual operators. Simply establish a standard suite of steps for a product or product 
code. Enter the product code and link it to a batch, and all of the individual procedures are 
automatically set up and forwarded. A supervisor can then review the requests and assign them to 
appropriate operators. 
  
Either the Session Manager, LIMS system or ERP system can be used to enter the products, create 
the necessary batch settings, and assign the work to individual operators. If the information is set up 
in LIMS, or an ERP system, the Session Manager will verify the selections and forward the work to the 
individual operator’s clipboard for implementation. 

Product Groups can be entered so a suite of 
operations can be automatically linked to a batch. 
 
The Correct Version will be provided to the 
operator. A manager may select a previous version 
for comparison testing. 
 
Materials are logged in and assigned to a location 
and a particular plant area directly in the Session 
Manager. All of this information may also be sent to 
the SmartBatch system from a LIMS or ERP system. 
 
The system maintains a complete 21 CFR part 11 
Audit Trail noting all necessary aspects of the batch 
request and subsequent changes. 

Areas of Concern will be   
highlighted in yellow. 
 
Reason codes will be 
linked to each change in 
the batch assignment. 
 
Session Manager transfers 
ready-to-implement work 
lists automatically to the 
operator’s tablet PC. 
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Data Collection 

Process equipment and 
instruments are connected 
directly to the system for 
automated data capture. 
 
Process steps are viewed 
electronically in the upper 
portion of the screen for 
the operator to follow, 
and the data capture 
boxes are presented in the 
lower part of the screen 
for each process step. 
 
Data can be captured in 
several ways: 
 
• Electronically 
• Drop down menu 
• Free text 
 
Should any captured data 
values fall outside of an 
expected norm, the user 
will see a compliance flag 
pop up on screen. The flag 
will alert the operator to 
the problem, and advises 
a specified action step(s) 
to follow, as defined by 
production line managers. 
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Data Review 

Batch Record Review time is reduced by as much as 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 metadata is captured electronically and 
immediately available to the reviewer. 

Data Approval with signatures is done electronically. Final batch approval and electronic signatures 
are fully electronic. Each electronic signature is accompanied by a time and date audit trail. 
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Data Reporting & Trending 

SmartBatch allows use of standard report writers to create configurable reports. Typical reports 
provide trending information on areas such as number and types of batches that each operator has 
completed, environmental monitoring results, people and equipment performance, vendor and 
materials tracking metrics, as well as compliance to procedures by monitoring and displaying the 
number of unplanned deviations. 
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External source data can be processed via the Data Exchange module in SmartBatch. Data Exchange 
stores the data in the SmartBatch database, then exports it via a template format to the location 
specified in the URL. Internal interface file definitions link the application to external systems, such 
as ERP, etc. SmartBatch uses an Input and Output type interface for this link. 
 

• The Input interface types use a listener service to detect and import an external system 
file, which is then assigned to the Session Manager for processing. 

• The Output interface types export the file system after the data has been processed to 
the originating user. 

• SmartBatch provides a user interface method for checking, confirming and releasing 
pending user sessions. 

• Work lists created in other systems can be automatically transferred to SmartBatch. 

• Data generated in SmartBatch can be transferred to other central computer systems. 

The Data Exchange Manager in SmartBatch provides bi-directional communication with other 
enterprise IT systems, such as LIMS, ERP, and Document Management Systems. System administrators 
have the ability to register connections to these other systems within Security Manager. 
 
A wide range of communications formats are supported including XML and ASCII. The Data Exchange 
technology enables configuration of process input information, work lists, and output information. 

Data Exchange 

Wireless Network 
Customer Wired 

Network 

Document Management 

• Standard Procedures 

• Safety Protocols (MSDS) 

• Recipes 

Complete and valid equipment and instrument integration 

   Systems and Applications 

• ERP 

• LIMS 

• MES 

• Line Instrumentation 

Observations 

PC-Based 
Equipment 

Operating System and 
Secure Database Server 

Electronic 
Devices 

SmartBatch Client for 
batch record execution, 
Data review and approval 

Desk Top 
Applications 
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Customer statements about measurable gains with VelQuest software: 
 

•  65% Liberation of resources from Data/Results Review. 

•  50% Liberation from Paper Notebook and Log book activities. 

•  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/procedures. 

•  First Time Quality reduces rework loops, will prevent errors. 

Training 

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 
operation.  We believe in practical, effective, and 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 (VelQuest headquarters) 

• System Operator Training (Customer Site) 

• System Administrator Training 

• Procedure Conversion Training 

• Instrument—Equipment Interfacing  

• Train-the-Trainer Certification 


