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1. Purpose, scope and users

The purpose of this procedure is to define the design control process used by [organization name]
during the design and development of its products.

r'l'his procedure applies to all product development, product modifications, line extensions, product

change projects and customer projects.\ [Commented [AS91005]: Adapt to organization’s needs.

Users of this document are members of the design and development team of [organization name].

2. Reference documents

e AS9100 Rev D standard, clause 8.3
e [other legal and contractual requirements]
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3. Design and development process

3.1. Process flow

3.2.  Forming Preliminary design
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According to the customer’s request or determined needs of the market, [job title] defines the

team leader and defines their duties and responsibilities.
3.3. Design and development planning
3.3.1. Planning design and development stages and activities

[Job title] plans stages and controls for the design and development process, considering the ability
to provide, verify, test and maintain products and services, by taking into account:

e Nature, duration, and complexity of the design and development activities

e Internal and external resources needed for design and development of products and services

e The requirement for subsequent provision of products and services

Documented information needed to demonstrate that design and development requirements have

liob title\] will ensure that when the design and development effort are divided into distinct lactivitiesL
the tasks, necessary resources, responsibilities, design content, inputs and outputs are defined for
each activity.

3.3.2. Lquthorities and responsibilities in design and development
The design and development team is responsible for:

. \Implementing design control

e Defining activities of verification and validation for any phase of design and development

e Assuring that all requirements are addressed, documented and approved as necessary
including the rationale/justification for not performing certain activities

e Approving changes in design
. \Managing relationships between different groups involved in design and development\
e Resolving conflicting design and development inputs

3.4. Design and development inputs
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According to the preliminary design, the team leader decides whether to involve customers and
users in the design and development process and creates the Project Task, which contains input data

3.4.1. Functional and performance requirements

The functional specification described in the Project Task by the design and development team

. f‘l’he performance objectives, operating conditions, and the requirements for reliability,
availability, and maintainability

e The basic technical interface requirements of the design
e Requirements for calculations, tests and development work, including the construction of
prototypes

[Job title] must list as a reference the documents, database records, and other information and data
used to establish the product or service specification in the Design History File.

3.4.2. Statuary, regulatory and other requirements

[Job title] identifies statutory and regulatory requirements and other normative documents used for

International Organization for Standardization (ISO) and International Electrotechnical Commission
(IEC) standards and practices should be used.

3.4.3. Information gathered from previous similar projects

The design and development team leader must take into consideration the previous similar projects

information exists, [h’ob title] enters it into the Project Task.
3.4.4. Other requirements important for design and development

[Job title] must define other requirements related to design and development, such as internal and

of products and services, requirements for packaging and delivery, safety requirements, etc.

Mhen appropriateL [Job title] will include consideration of the potential consequences of

3.5. Developing the Project Plan and Review
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According to Project Task and input data for design and development, the design and development
team leader, together with team members, creates the Project Plan and Review and defines:

. \Project phases

e Project phase status (reviewed, validated, verified and completed)
e Start of new phase

The design and development team member responsible for phase execution enters the following into
the Project Plan and Review:

e All activities related to phase realization

3.6. Design and development execution

The design and development team member responsible for the project phase ensures that all
activities of the phase are conducted and all necessary records about the phase are kept.

The design and development team conducts a review in appropriate project phases. People included

participate in the project review if the design and development team leader finds it appropriate.

The design and development team leader convenes a formal meeting attended by all participants in

the review.

If the project phase review discovers problems, [job title] suggests actions to resolve them and
enters them into the minutes for the meeting. The effect of the executed action is the subject of the
next review.

the new phase by signing the Project Plan and Review.
3.7. Design and development controls

[job title] ensures that design and development results to be achieved are defined, and reviews are
conducted to evaluate the ability of the results of design and development to meet requirements.

3.7.1. \Verification of design and development procesﬁ

The design and development team leader conducts verification in project phases where necessary
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development process. If the results of the verification are satisfactory, the design and development
team leader signs the appropriate box in the Project Plan and Review.

3.7.2. Validation of design and development process

Validation is a check-up process that determines whether the final product is capable of satisfying

\If making a prototype is not needed, the product is sent to market\.

The \design and development team conducts validation before release of product in production or
market]

validation activities, and record them in the Project Plan and Review.
3.7.3. Testing for Verification and Validation

When testing is necessary for verification and validation [h’ob titlel] will ensure that the tests are
documented and verified by competent personnel, regarding planning, controlling and reviewing
activities, to ensure the following:

e Test plans or specifications identify the test item being tested and the resources being used,

acceptance criteria.

e The correct configuration of the test item is submitted for the test

e The acceptance criteria are met
e Monitoring and measurement devices used for testing are controlled as defined in Procedure
for Equipment Maintenance and Measuring Equipment

[job title\] will ensure that, when testing for verification and validation is completed, the reports,

3.8. Design and development outputs

After completion of the last phase, the design and development team leader, together with team

development, such as:

. \Information about purchasing, production and services provision once it’s launched
e (Criteria for accepting the product before production
L]

e References to monitoring and measurement requirements
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e Requirements of subsequent processes for the provision of product and service
. \Critical itemsL including key characteristicsL and specific actions to be taken for these items

[Job title] must approve and authorize these output elements of design and development before
acceptance of product. Output elements must meet input requirements for design and development.

3.9. Release in production/market

[Job title], together with the design and development team leader, organizes a test production of the

Project Task.
3.10. Design and development changes

Changes in design and development can occur in every phase of design and development as a result
of:

. \Changes of product specification on customer request

e Demand of market for improved product

e Validation activities

The design and development team leader must document all changes in the Change Review Record,

changes on other parts of product and delivered product.

[iob title\] will ensure that customers are notified of design changes that affect compliance to

controlled in accordance with the Procedure for Production and Service Provision.
3.11. Project review

After completion of all phases of design and development, making a prototype and releasing to

development and delivers Design Review Minutes to [h’ob titlel].

4. Managing records kept on the basis of this document
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Record name

Code

Storage

Retention
time

Location

Responsibility

Project Task

PR.08.1

2 years

[office of
design and
development
team leader]

[job title]

Project Plan and Review

PR.08.2

2 years

[office of
design and
development
team leader]

[job title]

Change Review Record

PR.08.3

2 years

[office of
design and
development
team leader]

[job title]

Design Review Minutes

PR.08.4

2 years

[office of
design and
development
team leader]

[job title]

5. Appendices

e Appendix 1 - Project Task

e Appendix 2 — Project Plan and Review

e Appendix 3 — Change Review Record

e Appendix 4 — Design Review Minutes
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