Design & Development of Products and Services
Requirements of the Clause 8.3
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Design – Design means defining the specification of the product through prototypes, drawings or models. It’s one imaginary model based on the spec. 
A development is creation of the product as per decided specification and prototypes. 
Your imagination or intuition comes on the paper; based on the spec it takes shape. That’s called ‘Design’
 Next step is your created design will come in the reality. It takes so many experiments, changes during the manufacturing as per your design and on later stage you are manufacturing that product that’s called ‘Development’.  
8.3.1 – General
The Organization shall establish, implement and maintain a design and development process that is appropriate to ensure the subsequent provision of product and services.
8.3.2 – Design & Development Planning
What should be included while preparing the planning?
a) The nature, duration, complexity of the design and development activities.
b) The required process stages including applicable design and development reviews
c) The required design and development verification and validation activities
d) The responsibilities and authorities involved in the design and development process
e) The internal and external resources needs for the design and development of product and services
f) The need to control interface between persons involved in the design and development process
g) The need for involvement of customers and users in the design and development process 
h) The requirements for subsequent provision of product and services 
i) The level of control expected for the design and development process by customers and other relevant interested parties   
j) The documented information needed to demonstrate that design and development requirements have been met.

8.3.3 – Design & Development Inputs
What shall be considering while identifying the inputs?
a) Functional and performance requirements of the product and services
b) Information derived from previous similar design and development activities
c) Statutory and Regulatory requirements 
d) Standards or codes of practice that the organization has committed to implement 
e) Potential consequences of failure due to the nature of the product and services
f) Inputs shall be adequate for design and development purposes, complete and unambiguous.
Documented information should be available for design and development inputs.

8.3.4 – Design and Development Controls 
What should be applied as controls to the Design and Development process?
a) The results to be achieved are defined
b) Reviews are conducted to evaluate the ability of the results of the design and development to meet requirements
c) Verification activities are conducted to ensure that the design and development outputs meet the input requirements 
d) Validation activities are conducted to ensure that the resulting product and services meet the requirements for the specified application or intended use
e) Any necessary actions are taken on problems determined during the reviews or verification and validation activities 

8.3.5 – Design & Development Outputs
a) Meet the input requirements
b) Are adequate for the subsequent processes for the provision for product and services
c) Include or reference monitoring and measuring requirements as appropriate and acceptance criteria
d) Specify the characteristics of the product and services that are essential for their intended purpose and their safe and proper provision and of course documented information should be retained by the Organization.  

8.3.6 – Design & Development Changes
The Organization shall identify, review and control changes made during or subsequent to the design and development of the product and services, to the extent necessary to ensure that there is no adverse impact on conformity to requirements
a) Design and development changes 
b) The results of reviews
c) The authorization of the changes
d) The action taken to prevent adverse impacts. 


Thanks for reading our article. Be connected with us for further articles.
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