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CAPA�s Importance

CAPA is of paramount importance to the FDA. According 
to FDA documents:

1 QSIT Validation Document, 3/18/99, chapter titled �G2A Increase Focus 
FDA 483.�

2 The four subsystems are: �Management Controls�, �Design Controls�, 
�Corrective and Preventive Actions (CAPA)�, �Production and Process 
Controls (P&PC)�.  FDA Program document 7382.845 �Inspection Of 
Medical Device Manufacturers� completed 9/30/04, Part III page 1.

]

� CAPA accounts for 30-50% of FDA-483 forms 
issued for non compliance 1 and

� CAPA is the only one of the four major subsystems 
the FDA tracks that must always be included in a 
Level 1 (�Abbreviated�) inspection 2



The CAPA Process
Anyone can open a REVIEW 
NOTIFICATION (RN) to bring 
an idea or concern before a 

Review Committee.

If a change is needed, open 
an ENGINEERING CHANGE 

REQUEST (ECR). 

The application 
supports two distinct 

levels of ECR.
The Preliminary flow chart 

shows how the INSPECTION 
LOG and CORRECTIONS 
divert minor errors from the 

full CAPA process



The Assembled RN Document
Attached ECR’s and attached 

documents are here.
Key status 

information is here.

The threaded narrative fields, which identify the contributions of 
each participant like a “blog” or threaded discussion, appear here.

Signature and date (paper 
or electronic) go here.

Checklists with 
names and dates 

are here.

Inventory items from ERP.



Distinctive Features

Commonwealth Software�s approach to building CAPA 
software is distinctive and depends on an expressive 
DOCUMENT MODEL with unique team-oriented 
features:

� �Indelibility�
� Threaded narratives
� Rule-based document life cycle management
� Configurable checklists
� Document-based collaboration control

Team-oriented features enhance collaboration: employees 
use the system frequently and arrive at meetings prepared 
to handle issues thoroughly and efficiently.



Opening an RN; �Indelibility�

The long printout format gives a complete 
rendering of the RN document.

Under the GENERAL 
tab, key categorization 

checkboxes lead to 
blocks of category-

specific data.

Implementing the concept of 
INDELIBILITY, data already 
entered cannot normally be 

changed by a later user.

Inventory numbers and descriptions 
come from a live connection to the 

organization’s ERP system.

Click the RN/EC 
button to open a new 
RN, or to search for 

and edit existing RNs 
and their associated 

ECRs.



The Threaded Narrative

Users compose comments in 
a separate window where 
spell-checking is available.

Under the NARRATIVE tab, threaded 
narratives with name and date for 
each comment tell vividly how the 
issue was tackled and resolved.

The COPY button loads the entire narrative (both segments) and customer 
data into the Windows clipboard for pasting into an agenda or other report.



Statuses, Rules and Checklists
The RN STATUS is changed under the 
STATUS / ROUTING tab.  Configurable 

document life cycle means that the status 
identifiers are defined using a STATUS 

LIST MANAGEMENT screen.

Each change of status is validated using 
a set of STATUS CHANGE VALIDATION 

RULES.  Rules are developed using a 
RULES MANAGEMENT screen.

CONFIGURABLE CHECKLISTS are 
managed at the document level by clicking 
the REQUIRED box.  They are configured 

system-wide using the CHECKLIST 
MANAGEMENT screen.  Name and date 
are recorded for each checkmark made.



Document-based Collaboration

Click the NOTIFY button to receive a 
message when the document 
becomes available for editing

The READ-ONLY view of a document 
shows very clearly by its appearance 

that it’s not enabled for modification, the 
same as a CLOSED document 



ECRs and Attached Documents
Under the LINKS tab, the RN is 
linked to its ECR or ECRs and 
to ATTACHED DOCUMENTS.

The ECR is a 
comprehensive change 

support document with its 
own configurable life cycle 
and status change rules.

Inventory data for affected 
parts comes from ERP.

A BOM lookup feature generates correction documents for every instance 
in the ERP system where the affected part is used in an assembly.

Any Windows document can 
be linked to an RN here, from 
where it can be opened in its 

native application.



Management

USER management screens let you 
manage accounts, view user activity and 

disconnect sessions when needed

Document LIFE CYCLE and 
STATUS CHANGE RULES 

screens give you control over 
process flow.

The CHECKLIST 
manager and its 

PREVIEW screen 
create custom to-

do lists



Informing the Committees

Using the PRINT to WORD options, 
the team can quickly assemble RN 

data into agenda or minutes 
documents for distribution to the 

Review committees.

During the meeting, use a 
computer projector to 
mark up the agenda / 

minutes or CAPA itself.



Additional Features

� Reporting – Open relational database structure gives authorized 
users unlimited reporting options.

� Searches – A highly capable but easy-to-use search feature 
builds queries optimized to the AcQualis� data structure.

� Corrections – Correction documents expedite management of 
simple document errors or bill-of-materials changes.

� Inspection Log – Facilitates entry of inspection events into the 
data and their analysis.

� Repairs – All (or a subset) of the items returned for repair can 
be routed through the application�s repair feature, identifying 
returned items as a highly productive source of product-
improvement ideas. 

� Background Saves – Entries are periodically saved to the local 
hard drive to limit loss of work during network or power failure.


