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Dedication is an acceptance process undertaken to provide
reasonable assurance that a commercial grade item to be
used as a basic component will perform its intended safety
function and, in this respect, is deemed equivalent to an
item designed and manufactured under a 10CFR50
Appendix B quality assurance program.
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Implementing the dedication process:

U Perform Technical Evaluation of the Commercial Grade
Item/Service for its Intended Safety Related Application

U Select Critical Characteristics for Acceptance

U ldentify Acceptance Methods for Verification of Critical
Characteristics
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Acceptance Methods for Verification of
Critical Characteristics:

Method 21T Commercial Grade Survey
Method 31T Source Verification

This breakout will focus on Methods 2 & 3
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Method 2 7 Commercial Grade Survey

(Regulatory basis is in 10CFR50 Appendix B Criterion VII i Control of Purchased
Material, Equipment and Services)

0 Documentation / Certification is acceptable only from a sub-tier supplier that has been
surveyed and when the basis for acceptability and validity of the documentation has
been established and documented. Dedication based on method 2 must be based on
objective evidence.

i Commercial grade surveys are used to verify one or more selected critical
characteristic, not simply to verify that the supplier has implemented a quality
program.

0 Sub-ti er supplier program controls can be |
documented. (commercial QA programs, work procedures for special processes,
manufacturing procedures, etc)

0 Surveys are not QA audits. Surveys focus on vendoros c
controlling the selected critical characteristics.
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Method 2T Commercial Grade Survey

U Surveys do not verify if the sub-tier supplier quality controls meet
10CFFR50 Appendix B.

U The quality controls employed may differ from those used by
suppliers operating under a 10CFR50 Appendix B program. Most
commercial supplierso quality

controls and inspections that do effectively ensure that critical

pro
characteristics are properly controlled.

0 Careful judgment must be applied to determine if the commercial
guality controls successfully control the critical characteristics.
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Method 2 1 Commercial Grade Survey

Examples:

u  Hardware, Materials, Lubricants, etc. T What would you verify during a Survey:

A Design changes, including control of material substitutions

Controls for receipt inspection, in-process inspections and tests

Markings, lot/batch controls, shelf life controls, handling, storage and shipping.
Any special processes

Sub-supplier controls

o Io o I» Io

Calibration controls for labeling, identification, control of standards, environmental
controls, as found, as left data, control of out-of-tolerance equipment

T

Personnel qualifications, training, records to support the aforementioned activities

T

Contract review
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Method 2 7 Commercial Grade Survey

Examples:

0 Calibration Supplier - What would you verify during a Survey:

Calibration system description
Training / qualification of personnel
Adequacy of measurement standards
Calibration procedures
Environmental controls

Intervals of calibration

Calibration status

Calibration traceability

Subcontractor calibration

Storage and handling
Out-of-tolerance controls and corrective action

Calibration system adequacy
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Records



