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10 Requirements

1. Source of Trust

2. Process, Process, Process

3. Trained People

4. Right Stakeholders

5. Definition of Good Requirement

6. Verification & Validation

7. Role & Responsibility

8. Traceability

9. Standard Templates

10. Right Way to Document
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Source of Trust

� Email?

� File?

� Home Grown 
System?

� Whiteboard?

� Sticky Note?
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Process, Process, Process

12



IBM Software Group

© 2006 IBM Corporation

Trained People

� Business Know how

� Communication Skill

� Documentation Skill

� Know the process

� etc
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Right Stakeholders
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Definition of Good Requirement

� Clear, concise, unambiguous

� Grammatically correct

� Positive statements

� Needed

� Verifiable

� Attainable – technically, cost, schedule

� Include rationale

� Well organized
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Verification & Validation

� Validation – Do the Right Thing

� Verification – Do the Thing Right
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Role & Responsibility
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Traceability
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1. 820.30(b) Design and Development Planning

Each manufacturer shall establish and maintain plans that describe or reference the design and development

activities and define responsibility for implementation.

The plans shall identify and describe the interfaces with different groups or activities that provide, or result

in, input to the design and development process.

The plans shall be reviewed as design and development evolves.

The plans shall be updated as design and development evolves.

The plans shall be approved as design and development evolves.

2. 820.30(c) Design Input

2.1. Each manufacturer shall establish procedures to ensure that the design requirements relating to a

device are appropriate and address the intended use of the device, including the needs of the user

and patient.
2.2. Each manufacturer shall maintain procedures to ensure that the design requirements relating to a

device are appropriate and address the intended use of the device, including the needs of the user

and patient.

2.3. The procedures shall include a mechanism for addressing incomplete requirements.

2.4. The procedures shall include a mechanism for addressing ambiguous requirements.

2.5. The procedures shall include a mechanism for addressing conflicting requirements.
2.6. The design input requirements shall be documented by a designated individual(s).

2.7. The design input requirements shall be reviewed by a designated individual(s).

2.8. The design input requirements shall be approved by a designated individual(s).

2.9. The approval, including the date and signature of the individual(s) approving the requirements,

shall be documented.

2.10. Questions.
2.10.1. Summarize the manufacturer's written procedure(s) for identification and control of

design input.

2.10.2. From what sources are design inputs sought?

2.10.3. Do design input procedures cover the relevant aspects, such as: (Mark all that apply and

list additional aspects.)
2.10.3.1. intended use

2.10.3.2. user/patient/clinical

2.10.3.3. performance characteristics

2.10.3.4. safety

2.10.3.5. limits and tolerances

2.10.3.6. risk analysis
2.10.3.7. toxicity and biocompatibility

2.10.3.8. electromagnetic compatibility (EMC)

2.10.3.9. compatibility with accessories/auxiliary devices

2.10.3.10. compatibility with the environment of intended use

2.10.3.11. human factors
2.10.3.12. physical/chemical characteristics

2.10.3.13. labeling/packaging

2.10.3.14. reliability

2.10.3.15. statutory and regulatory requirements

2.10.3.16. voluntary standards

2.10.3.17. manufacturing processes
2.10.3.18. sterility

2.10.3.19. MDRs/complaints/failures and other historical data

2.10.3.20. design history files (DHFs)

2.10.4. For the specific design covered, how were the design input requirements identified?

2.10.5. For the specific design covered, how were the design input requirements reviewed for

adequacy?

Comply with FDA Design Control Guidance GMP Regulation

1. Capture design and related information

1.1. Input electronically formatted data

1.2. Reference external information sources

1.3. Reference external documentation

2. Store design and related information
2.1. Identify and tag design information as unique “design elements”

2.2. Organize design elements

2.2.1. Organize by Design Control Guidance Element

2.2.2. Organize by inter-relationships

2.3. Ensure all design elements are available

2.3.1. Store design elements by Design Control Guidance Element

2.3.2. Store design elements and their historical values

3. Manage all user needs

3.1. Identify the source of the user need

3.2. Identify all user types (groups)

3.3. Identify the customer (s)

3.4. Profile the expected patients

3.5. State the intended use of the product (family)

3.6. Capture the acceptance criteria for each user need

4. Manage design input requirements

4.1. Identify the source of the requirement

4.2. Identify the associated user need

4.3. Capture requirement description and attributes

4.4. Capture acceptance criteria

4.5. Assign responsibility for each requirement

4.6. Manage incomplete requirements
4.7. Manage ambiguous requirements

4.8. Manage conflicting requirements

4.9. Approve all requirements

5. Manage acceptance

5.1. Ensure the acceptance of every user need

5.2. Ensure the acceptance of every design input requirement

5.3. Document the results of every user need acceptance test

5.4. Document the results of every design input requirements test
5.5. Make acceptance results available

6. Manage change

6.1. Maintain history of design element changes

6.1.1. Make complete change history available

6.1.2. Maintain history within and  across any organizational procedure

6.1.3. Maintain history within and  across any project milestone

6.1.4. Maintain history within and  across any Design Control Guidance Elements
6.2. Capture frequency and nature of element changes

6.2.1. Provide rationale for change

6.2.2. Describe decisions made

6.2.3. Identify approval authority for the change

6.2.4. Capture date, time, and signature of approving authority

6.3. Identify impacted elements due to a change in another element

6.3.1. Create backward traces to design elements within and  across any organizational procedure
6.3.2. Create backward traces to design elements within and  across any project milestone

1.1. Identify impacted elements due to a change in another element

• Traceability Reports: consistency with driving design elements

• Impact Reports: other design elements affected

• Links to impacted design elements

1.1.1. Create backward traces to design elements within and  across any organizational

procedure

• Traceability Reports: Procedure Attribute

1.1.2. Create backward traces to design elements within and  across any project milestone

• Traceability Reports: Milestone Attribute

1.1.3. Create backward traces to design elements within and  across Design Control

Guidance Elements

• Traceability Reports: Linked design elements

1.1.4. Create forward impacts to design elements within and across any organizational

procedure

• Impact Reports: Procedure Attribute

1.1.5. Create forward impacts to design elements within and across any project milestone

• Impact Reports: Milestone Attribute

1.1.6. Create forward impacts to design elements within and across Design Control

Guidance Elements

• Impact Reports: Linked design elements

1.2. Associate changed design elements with related elements

• Link Change Design Object with affected design element(s)

• Traceability Links and Reports from affected design element(s)

• Impact Links and Reports from affected design element(s)

1.2.1. Associate design element changes with decisions, rationale, and approval authority

information

• Change Decision Objects with following Attributes:

• Disposition Attribute

• Decision Attribute

• Rationale Attribute

• Owner Attribute

• Management Approval Attribute

1.2.2. Provide associations within and  across any organizational procedure

• Change Design Object Traceability Link on Procedure Attribute

• Change Design Object Impacts Link on Procedure Attribute

1.2.3. Provide associations within and  across any project milestone

• Change Design Object Traceability Link on Milestone Attribute

• Change Design Object Impacts Link on Milestone Attribute

1.2.4. Provide associations within and  across Design Control Guidance Elements

• Change Design Object Traceability Link to traced design elements

• Change Design Object Impacts Link to linked design elements

1.3. Mange the change process

• Design Change Module

• Design Change Reports

• Object History

• Object History Reports

• Versions

• Baselines
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Why do you do Requirements Management?
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