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             LaunchPad

Designed specifically to �� promote 
ownership and interaction in the 
QMS.

Provides a shortcut for each ��
individual to personal and specific 
information about their compliance 
actions and activities.

Allows each individual to contribute ��
to compliance improvement ideas 
across the organisation, irrespective 
of their position or seniority.

CA/PA

Quickly and easily �� capture 
deviations and non-compliances 
from all aspects of the business.

Informs appropriate people of issues ��
specific and relevant to them and 
consequently helps avoid repeat 
occurrences of mistakes.

Encourages a culture of learning and ��
continual improvement and, in doing 
so, reduces organisational risk.

Document Control

Allows for the �� efficient and effective 
management of document change 
from the initial request, through 
drafting, approval, distribution and 
publishing.

Radically reduces the �� bureaucratic 
burden of Document Control by as 
much as 99%.

Extends your controlled documents ��
throughout the supply chain via a 
secure web interface. 

 

             Auditing

Manages the �� complete audit 
lifecycle from scheduling, planning 
and conducting, to reporting and 
following up actions through to 
conclusion.

Provides the capability of managing ��
all audits including 21 CFR Part 820, 
ISO 13485 and ISO 14971.

Provides a central repository for ��
all audit information and allows 
organisations to demonstrate 
compliance on demand with  
minimum overheads and disruption.
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Workload

Offers a central source to �� manage 
and continually monitor QMS 
actions throughout the organisation.

The ability to report all actions ��
completed across the entire 
compliance management system.

Only relevant information available ��
to each individual to encourage 
engagement with, and contribution 
to, the management system.        Training  

& Competence

Provides a �� complete central 
register of all employees and their 
training and competence records.

Enables the planning and scheduling ��
of future quality promotion events 
including automatic emailing to 
attendees.

Allows employee competence gaps ��
to be identified and addressed in a 
systematic manner.

Analysis 
& Improvement

Enables �� analysis of all CA/PA, 
incident and audit findings from 
every area of the business.

Contains graphical grouping ��
and trend reports to help identify 
related issues and improvement 
opportunities, unlocking benefits for 
your organisation.

Helps develop an ethos of continuous ��
compliance improvement.

Asset 
Management

Provides a��  complete central 
inventory register of your assets.

Maintains a detailed historical record ��
of all checks including maintenance 
and risk assessments.

Enables the planning, scheduling ��
and notification of all future check 
activities including quality checks and 
risk assessments.

Customer Management

Maintains a �� register of  
complaints, compliments and 
correspondence.

Reports �� on customer complaint 
issues collectively or in 
isolation.

Allows �� organisations and customers 
to work together to develop win/win 
situations.

Supplier Management

Maintains a �� register of current 
approved suppliers and a historical 
record of suppliers performance.

Highlights �� suppliers deemed 
unsuitable based on previous 
performance.

Allows �� you to develop win/win 
situations across the supply chain 
and enhance customer satisfaction.

‘Corrective and preventive action (CA/PA) violations were cited in 87% of device warning letters last year, leading 
FDA to remind firms to fully investigate complaints, find the root cause of nonconforming products and document their 
CA/PA activities.’

The Silver Sheet
Medical Device Quality Control Reports



Our Key Strengths

CA/PA Management
The biggest strength of Q-Pulse can be found in its ability to manage the Corrective 
Action / Preventive Action (CA/PA) process. This represents our belief that CA/PA 
Management is the key to a truly efficient and effective management system that 
adds real business benefit to the implementing organisation. Importantly, CA/PA is 
also a key area of scrutiny from regulators such as the FDA, with the vast majority 
of warning letters citing some form of CA/PA violation. 

Using our unique CA/PA wizards, templates and workflow process you can:

design data capture wizards based on all your CA/PA recording ��
requirements
develop customised CA/PA management templates based on your ��
specific process flows
distribute CA/PA information throughout the organisation in a streamlined ��
yet systematic manner

This unique approach to CA/PA Management results in increased employee 
contribution, structured CA/PA investigations and a culture where CA/PA is 
embraced as a process improvement technique throughout the organisation.

Increasing Ownership by Simplifying Access
Importantly, unlike software systems that are complex, cumbersome and 
daunting to their users, Q-Pulse has been designed specifically with enhancing 
the user experience in mind. Key functionality such as a simple user interface, a 
personalised compliance portal, easy access to both outstanding and approaching 
actions and full integration with existing emailing systems make Q-Pulse a system 
that is readily embraced by its users. This results in more people interacting with 
your management system, thereby increasing both the robustness of its data and 
the improvement opportunities contained within.
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Services to Support your Implementation
Software services and support form a fundamental component of your Q-Pulse 
implementation. Gael offer a complete range of professional services for the Life 
Sciences sector to ensure that your Q-Pulse implementation progresses as smoothly 
as possible, with minimum impact to your valuable resource and maximum return 
from your software investment.

Professional Services from Gael include:

software installation and deployment��

system consultancy and configuration��

advice and assistance on your IQ / OQ activities��

configuration and activation of Q-Pulse’s 21 CFR Part 11 controls��

“super user” training for the key implementation team��
 
In addition, Gael also offers supporting documentation to aid you in your validation 
of Q-Pulse. Details in this pack include sample procedural documentation from the 
Gael software development lifecycle, sample user requirement specifications and 
detailed information on the numerous test methodologies applied when developing 
Q-Pulse. Uniquely, we also provide real-time access to the Gael management 
system documentation to allow you remotely assess the validity of our design, 
development and verification processes.  

Q-Pulse and 21 CFR Part 11
Q-Pulse gives organisations all the technical controls required to put a 21 CFR Part 
11 compliant system in place, with enhanced functionality for electronic records 
and signatures, including:

robust passwords��

intruder lock-out��

password expiration��

second electronic signature for record sign-off��

full audit trail on all record creations, editions or deletions��

Together with Q-Pulse’s technical controls, our range of professional services, 
including supporting documentation and training, provide procedural controls that 
can help organisations to put the administrative controls in place for a complete 21 
CFR Part 11 solution.
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Gael Quality was established in Scotland in 1995. Since its inception, the philosophy 
of Gael has always been to offer software solutions and supporting services that 
facilitate continual improvement.

As the market leader in the design, development and delivery of management system 
solutions for the Life Sciences sector, we designed Q-Pulse to enable organisations 
to not only demonstrate compliance against their regulatory commitments but also 
to present opportunities from within the management system for enhancement and 
improvement.

Our Customers

More than 300 Life Sciences organisations worldwide use Q-Pulse, from 
medical device manufacturers including Rocket Medical, to pharmaceutical and 
biotechnology companies including AstraZeneca and Intercell, as well as blood 
services providers such as the Scottish National Blood Transfusion Service 
and Heartland Blood Centers in the US.

About Gael Quality

‘Prior to Q-Pulse, we managed our Medical regulatory compliance with 
separate systems, which led to longer audit cycle times and difficulties with 
employees taking ownership of compliance activities and actions for which 
they were responsible.

‘Now with Q-Pulse we have an integrated framework, which makes it 
easier for employees to take ownership of actions, management now have 
visibility of the amount of compliance activities being undertaken, and getting 
an accurate picture of our compliance status across the company is quick and 
easy.’

Les Todd
Operations Director

Rocket Medical
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From implementing and maintaining processes and procedures to 
improving and growing your management system, Q-Pulse offers a 
comprehensive system to manage all of your compliance needs in all areas 
of your organisation. 
 
Contact us now on +44 (0) 1355 593400 or at lifesciences@gaelquality.com 
to discuss how Q-Pulse can transform your compliance activities from 
a costly overhead into a business benefit with proven competitive and 
commercial advantage.
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