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1. U.S.FDA ° 2021 ° Sandoz, Inc. Issues Nation-
wide Recall of One Lot of Enoxaparin Sodium
Injection, USP 40mg/0.4 mL Due to Tempera-
ture Excursion During Shipping.
[https://www.fda.gov/safety/recalls-market-
withdrawals-safety-alerts/sandoz-inc-issues-
nationwide-recall-one-lot-enoxaparin-sodium-
injection-usp-40mg04-ml-due].

2. U.S.FDA - 2021 ° Novo Nordisk Issues
Voluntary Nationwide Recall of Levemir®,
Tresiba®, Fiasp®, Novolog® and Xultophy®
Product Samples Due to Improper Storage
Temperature Conditions. [https://www.fda.
gov/safety/recalls-market-withdrawals-safety-
alerts/novo-nordisk-issues-voluntary-nation-
wide-recall-levemirr-tresibar-fiaspr-novologr-
and-xultophyr].

3. U.S.FDA - 2017 - Baxter Initiates Voluntary
Nationwide Recall of One Shipment of Intra-
lipid 20% IV Fat Emulsion Due to Product
Being Exposed to Subfreezing Tempera-
tures. [https://www.fda.gov/safety/recalls/
ucm579212.htm].
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The Analysis on the Current Situation of GDP
Management System for Cold Chain Medicine in
Taiwan

PO-CHUN SU, CHUNG-HAO LIN, SHU-CHING FU, CHI-WEN HSIEH,
YING-HUA CHEN AND LAN-HUI CHIH

Division of Quality Compliance and Management, TFDA

ABSTRACT

To improve the distribution management system of medicinal products and to ensure the quality
and the safety of medicinal products for public in Taiwan, the Food and Drug Administration (TFDA) has
actively been promoting the implementation of Good Distribution Practice (GDP). This study evaluated
every deficiency found from GDP on-site inspections on pharmaceutical companies involved cold-
chain medicine between January 1%, 2020 and December 31", 2021. The results showed the top cited
deficiencies were regarded to Chapter 3 “Premises and Equipment” (28.63%), followed by Chapter 5
“Operations” (16.67%), Chapter 1 “Quality Management” (10.54%), Chapter 9 “Transportation” (7.83%),
Chapter 2 “Personnel” (6.55%) and Chapter 7 “Outsourced Activities” (6.41%). In the future, the TFDA
will continuelly supervise the implementation of GDP to ensure the quality and the safety of medicinal

products for public.

Key words: Good Distribution Practice (GDP), cold-chain medicine, deficiency findings



