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1. Purpose

The purpose of this policy is to establish requirements for the preservation of medical device products
and components (hereinafter referred to as "products") handled by [Company Name], Inc. (hereinafter
referred to as "the Company") to ensure that products remain in conformity with specified requirements
during storage, handling, distribution, and delivery.

This policy implements the requirements of 21 CFR Part 820 (Quality Management System Regulation
- QMSR) and ISO 13485:2016, Section 7.5.11 (Preservation of product).

2. Scope

This policy applies to all medical device products and components handled by the Company, including:

- Raw materials and purchased components

- Work-in-process (WIP)

- Finished devices awaiting final release
- Released finished devices awaiting shipment

- Repaired devices

- Returned products under evaluation
- Products stored at outsourced facilities




3. Normative References

21 CFR Part 820 - Quality Management System Regulation (QMSR), effective February 2, 2026
ISO 13485:2016 - Medical devices - Quality management systems - Requirements for regulatory
purposes

4. Definitions

Term Definition

Preservation Activities to maintain product conformity during processing, storage,
handling, and distribution until delivery to the intended destination. As
defined in 1ISO 13485:2016.

Storage The holding of product in a controlled environment to prevent
degradation, damage, or contamination prior to its use or distribution.
FIFO (First In, First Out) An inventory management method where the oldest stock is used or

shipped first.

FEFO (First Expired, First Out)An inventory management method where products with the nearest
expiration date are used or shipped first. Recommended for products
with defined shelf life.

Shelf Life The period during which a product remains stable and suitable for use
when stored under specified conditions.

Work-in-Process (WIP) Products that have undergone some processing but are not yet finished
devices.

QMSR Quality Management System Regulation as defined in 21 CFR Part 820,
effective February 2, 2026. QMSR incorporates 1SO 13485:2016 by
reference.

5. Product Preservation Principles

5.1 The Company shall preserve product conformity during internal processing and delivery to the
intended destination in accordance with applicable regulatory requirements and documented
specifications.

5.2 Preservation shall apply to product identification, handling, packaging, storage, transmission, and
transportation, and shall include appropriate processes to protect product from:

- Damage

- Deterioration

- Contamination

- Environmental exposure

- Misidentification or mix-up

5.3 The Company shall establish and maintain preservation processes appropriate to the nature of the
product being preserved.

6. Storage Requirements

6.1 General Storage Requirements”p”*pThe Company shall:
a) Establish and maintain designated storage areas that provide appropriate environmental conditions
b) Prevent unauthorized access to storage areas



¢) Segregate nonconforming product from conforming product
d) Implement inventory management controls to prevent product deterioration
e) Conduct periodic monitoring of storage conditions where specified

6.2 Environmental Controls"p”pWhere environmental conditions are specified for storage, the
Company shall:

a) Define acceptable ranges for temperature, humidity, and other relevant parameters

b) Monitor and record storage conditions at established intervals

¢) Investigate and document any excursions from specified conditions

d) Evaluate impact on product quality when excursions occur

6.3 Stock Rotationp”pThe Company shall implement First In, First Out (FIFO) principles for stock
rotation unless otherwise specified. For products with defined shelf life or expiration dates, First
Expired, First Out (FEFO) principles shall be applied.

6.4 Shelf Life Management*p”pFor products with defined shelf life or expiration dates, the Company
shall:

a) Establish and document shelf life based on stability data or manufacturer specifications

b) Mark products with expiration dates or retest dates as appropriate

c¢) Implement controls to prevent use or shipment of expired products

d) Handle expired products as nonconforming product

6.5 Inventory Management*p~pThe Company shall conduct periodic physical inventory counts at
planned intervals. Discrepancies identified during inventory shall be investigated and documented.

7. Handling Requirements

The Company shall establish procedures for handling products to prevent damage, contamination, or
deterioration. Handling procedures shall address:

a) Proper lifting, moving, and transport methods

b) Use of appropriate handling equipment and containers

c¢) Protection from electrostatic discharge (ESD) where applicable

d) Maintenance of sterility for sterile products

e) Prevention of cross-contamination

8. Protection Requirements

8.1 The Company shall protect products from:

a) Physical damage (impact, crushing, abrasion)

b) Water damage and moisture

¢) Direct sunlight and UV exposure

d) Extreme temperatures

e) Corrosion and oxidation

f) Contamination (particulate, chemical, microbiological)
g) Pest infestation

8.2 Packaging used for protection shall be appropriate for the type of product and storage conditions.
Packaging integrity shall be maintained throughout the storage period.



9. Identification Requirements

Products shall be appropriately identified throughout storage to ensure traceability and prevent mix-ups.
Identification requirements are specified in the Product Identification and Traceability Policy (MD-QMS-
K60).

10. Outsourced Storage

10.1 When storage is outsourced to external facilities (including registered manufacturing sites), the
Company shall:

a) Qualify the storage provider in accordance with the Purchasing Management Policy

b) Establish quality agreements or contracts specifying preservation requirements

c¢) Verify that the outsourced facility maintains appropriate storage conditions

d) Conduct periodic audits of outsourced storage facilities

e) Review monitoring records and incident reports from the storage provider

10.2 The Company shall ensure that all requirements of this policy are communicated to and
implemented by the outsourced storage provider.

11. References

1) Quality Manual (MD-QMS-M1)

2) Purchasing Management Policy (MD-QMS-K6)

3) Product Identification and Traceability Policy (MD-QMS-K60)
4) Nonconforming Product Control Policy (MD-QMS-K14)

5) Logistics Management Policy (MD-QMS-K160)

6) CAPA Policy (MD-QMS-K17)

12. Supplementary Provisions
This policy shall be initiated by [Position/Department] and approved by [Position/Department].

Effective Date: MM DD, YYYY



