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1. Purpose

The purpose of this policy is to establish requirements governing the inspection and acceptance activities

for all medical device products manufactured by [Company Name], Inc. (hereinafter referred to as "the

Company"), thereby ensuring that in-process materials and finished devices conform to specified

requirements before being accepted for subsequent processing or distribution, in compliance with the Quality
Management System Regulation (QMSR, 21 CFR Part 820) and 1SO 13485:2016.

2. Scope

This policy applies to all in-process inspections (intermediate inspections) and finished device inspections

(final inspections) of medical devices manufactured by the Company.

Receiving inspection of purchased components and materials is governed by the Purchasing Management

Policy (MD-QMS-K®).

3. Normative References

Standard / Regulation

Description

21 CFR Part 820 (QMSR)

Quality Management System Regulation for medical devices (effective
February 2, 2026), U.S. FDA

ISO 13485:2016

Medical devices — Quality management systems — Requirements for
regulatory purposes

ISO 2859-1:1999 / ANSI/ASQ Z1.4-2008

Sampling procedures for inspection by attributes

21 CFR Part 211 (cCGMP)

Current Good Manufacturing Practice for finished pharmaceuticals
(referenced for inspection principles)

4. Definitions

Term

Definition

Acceptance Activities

Activities such as inspections, tests, or verifications carried out to determine that
product received, in-process product, and finished devices meet defined acceptance
criteria. (per 1ISO 13485:2016 Clause 7.4.3/8.2.4)

In-Process Inspection
(Intermediate Inspection)

Inspection performed during the manufacturing process to determine whether semi-
finished products (in-process materials) meet specified requirements before being
transferred to the next process step. Its purpose is to detect quality abnormalities early
and provide feedback to preceding processes for quality stabilization and improvement.

Finished Device Inspection
(Final Inspection)

Inspection performed on completed devices to determine whether they meet all product
requirements before acceptance for distribution. (per ISO 13485:2016 Clause 8.2.4.2)

100% Inspection

An inspection in which every unit in the inspection lot is examined and tested.

Sampling Inspection

An inspection in which samples are drawn from an inspection lot according to a
predetermined sampling plan, tested, and the results compared against lot acceptance
criteria to determine lot disposition. (per ANSI/ASQ Z1.4-2008)

Acceptance

The act of accepting semi-finished products or finished devices that have passed the
required inspections and tests.

Acceptance Criteria

Defined limits, ranges, or other suitable measures for acceptance of process results or
product attributes that must be met before acceptance. These criteria shall be stated on
the inspection record forms themselves.

Device History Record (DHR)

A compilation of records containing the complete production history of a finished
device. (per 21 CFR 820.3 as incorporated by QMSR / 1SO 13485:2016 Clause 4.2.5)

Device Master Record (DMR)

A compilation of records containing the procedures and specifications for a finished
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device. (per 21 CFR 820.3 as incorporated by QMSR)
Boundary Sample (Limit A physical reference specimen representing the borderline between acceptable and
Sample) unacceptable quality levels, used for visual or sensory inspection judgment.
Nonconforming Product Product that does not fulfill specified requirements. (per ISO 13485:2016 Clause 8.3)

5. Inspection Types

The following table classifies the types of inspections applicable to the Company's in-process materials and
finished devices.

Inspection Type Description
In-Process Inspection Inspection performed during the manufacturing process to determine whether semi-
(Intermediate Inspection) finished products meet specified requirements before transfer to the next process
step.

This includes ensuring that required inspections, tests, or other verification activities
have been completed, or necessary approvals have been obtained and
documented, before release to the next stage.

Finished Device Inspection Inspection performed on completed devices to verify conformance to all product
(Final Inspection) requirements before acceptance for packaging, storage, and distribution.

6. Inspection Methods

The following inspection methods shall be employed as appropriate:

Method Description
100% Inspection Every unit in the inspection lot is examined and tested against acceptance criteria.
Sampling Inspection Samples are drawn from the lot per a documented sampling plan based on valid

statistical rationale (e.g., ANSI/ASQ Z1.4-2008), tested, and results compared against
lot acceptance criteria to determine lot disposition.

7. Inspection Methods by Inspection Type

The following default inspection methods shall apply to each inspection type. Alternative methods may be
adopted when justified based on risk analysis considering the impact on the final product and inspection
characteristics.

Inspection Type Default Method Requirements
In-Process Inspection 100% Inspection or Product-specific in-process inspection work instructions
(Intermediate Inspection) Sampling Inspection shall be documented.

In-process inspection record forms shall be established for
each product.

When sampling inspection is used, a sampling plan shall be
developed per MD-QMS-S2501.

Finished Device Inspection | 100% Inspection Product-specific finished device inspection work instructions
(Final Inspection) shall be documented.

Finished device inspection record forms shall be
established for each product.

Record forms shall include acceptance criteria.

8. Inspection Procedures

All inspections shall be performed in accordance with applicable inspection specifications, product
specifications, and work instructions. These documents shall specify the scope, inspection method, inspection
items, acceptance criteria, test methods, and disposition of nonconforming products.

Confidential



