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https://www.fda.gov/about-fda/changes-science-law-and-regulatory-authorities/part-i-1906-food-and-drugs-act-and-its-enforcement
https://www.fda.gov/about-fda/histories-product-regulation/sulfanilamide-disaster
https://www.fda.gov/about-fda/changes-science-law-and-regulatory-authorities/part-ii-1938-food-drug-cosmetic-act
https://www.fda.gov/about-fda/changes-science-law-and-regulatory-authorities/part-ii-1938-food-drug-cosmetic-act
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https://www.fda.gov/regulatory-information/laws-enforced-fda
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https://www.who.int/news-room/questions-and-answers/item/medicines-good-manufacturing-processes
https://www.fda.gov/drugs/pharmaceutical-quality-resources/current-good-manufacturing-practice-cgmp-regulations
https://www.fda.gov/drugs/pharmaceutical-quality-resources/current-good-manufacturing-practice-cgmp-regulations
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/trs986annex2.pdf
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CHEHRI=, FOFALE

Website: https://www.law.go.kr/8 &/2FALH

Accessed: 2026-08-01.

28 UE: oUE A2 o2zt S 2RI HA 2|2, A2-S2 2| MY L L o|UF M2 YUAe| 7|2 2FE

2Yste o 2ESHRACH (Chetl=)

CHErRI=, TO|ofE SOf QrMof 2tet 21,

Website: https://www.law.go.kr/ 8 8/2| 2% 52| Ot Of| 25t 2]

Accessed: 2026-08-01.

2E UE: AT A= & FE&VIE, M2 221} Y, MY YT, EMSH L ZSUALH 2ol 28 T MF

2FArE 485t o 285Ut CEt=)

International Council for Harmonisation, “ICH Q10 Pharmaceutical Quality System”.
Website: https://database.ich.org/sites/default/files/Q10%20Guideline.pdf
Accessed: 2026-08-01.

28 U8 OIoFE BUAIALIO| HOjRT| BIW, FYO MY, BUYAY BUSE, AR, FYAE, AN U

_?_
A& 7fdol @zlE 4F5t= ol 285U (ICH)

rlr

International Council for Harmonisation, “ICH Q9(R1) Quality Risk Management”.
Website: https://database.ich.org/sites/default/files/ICH_Q9%28R1%29 Guideline _Step4 2025 0115.pdf
Accessed: 2026-08-01.

22 g SESE St = of ST, IV|E QAIE Y, ST 2| A, =2t

— O
sa’/sd0 tiet 87t H2ls dFste ol 2EstU. (ICH)

o

2| 9 HZ

World Health Organization, “Quality Assurance of Pharmaceuticals: A Compendium of Guidelines and Related

Materials, Volume 2: Good Manufacturing Practices and Inspection, 10th Edition”.

Website: https://www.who.int/publications/i/item/9789240086081

Accessed: 2026-08-01.

2E UWE: 2AE SEES GMP 9| 7|22, TS|, 221} QIY,
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=, 2Me}, 222l 2 24 HFO|
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European Commission, “EudraLex Volume 4, EU Guidelines for Good Manufacturing Practice, Chapter 1:
Pharmaceutical Quality System”.

Website: https://health.ec.europa.eu/document/download/e458c423-f564-4171-b344-
030a461c567f_en?filename=vol4-chap1_2013-01_en.pdf

Accessed: 2026-08-01.
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European Commission, “EudraLex Volume 4, EU Guidelines for Good Manufacturing Practice, Chapter 2:
Personnel”.

Website: https://health.ec.europa.eu/document/download/11f4f8e6-a6e9-4897-afe3-
f21e1dc56cb8_en?filename=2014-03_chapter_2.pdf

Accessed: 2026-08-01.
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28 UE: 220 40 2ot QIY, Yaiet 22120t B, 2128 Yt A o Y
SHESO| 7|go|2ts ¥E EYst= o ZE85HRUCE. (European Union)

U.S. Food and Drug Administration, “Quality Systems Approach to Pharmaceutical Current Good Manufacturing
Practice Regulations”.

Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/quality-systems-

approach-pharmaceutical-current-good-manufacturing-practice-regulations
Accessed: 2026-08-01.

2E UE: 22 Y, SUALH A, A2 Hz22 S, B7tes 4 254 /idE S50 CGMP & 2RtHez
ddsts SEAILY Y2ES Yot o 2ESIAC (US. FDA)

U.S. Food and Drug Administration, “CDER’s Quality Management Maturity Program: Practice Areas and
Prototype Assessment Protocol Development”.

Website: https://www.fda.gov/media/171705/download

Accessed: 2026-08-01.

2E UE: SLZoet TEEY IS0 A, Yo SU=Y, AYASY, 2HE oofE S2ALE, V=4 EHEd ¥
T3 - AR T 2| Fotg S 2 5ts O 285Ut £o FAUES AUHE AlE TYO| ofL2 2t

| 7 = I b =
W75 E &elsty| flet 230l2ts dE 2Ystes Bl 2E3IRACL (U.S. FDA)

Parenteral Drug Association, “PDA/ANSI Standard 06-2025, Quality Culture Assessment of Quality Culture
Guidance Documents, Models, and Tools”.
Website: https://www.pda.org/about-pda/press-releases/press-release-detail/just-released-pda-ansi-standard-06-

2025-quality-culture-assessment-of-quality-culture-guidance-documents-models-and-tools

Accessed: 2026-08-01.

28 WE: 2|0y 97|, oAtAE 0 e, +
7-

Btz 2Yste o 2ESHUCL Lot PSS 7ks

0| FQIOIAD 20l A& A U 7|2 UNS EURSI0| HY

22313 (PDA/ANSI)

International Society for Pharmaceutical Engineering and Parenteral Drug Association, “ISPE-PDA Guide to
Improving Quality Culture in Pharmaceutical Manufacturing Facilities”.

Website: https://www.pda.org/docs/default-source/website-document-library/scientific-and-regulatory-
affairs/quality-culture/ispe-pda-0902319.pdf

Accessed: 2026-08-01.

22T, 01 22 24 U 20| AIBTHS S HO| 22 04T A

=2 o
o1 ol URMAE AR o ZSHSC, (SPEPDA)

Pharmaceutical Inspection Co-operation Scheme, “Pl 041-1: Good Practices for Data Management and Integrity in
Regulated GMP/GDP Environments”.

Website: https://picscheme.org/docview/4234

Accessed: 2026-08-01.

28 & HolE g0 &=

o D -
Heda 2 22 H- M08 SH2 4= UAIE 285t=

U.S. Food and Drug Administration, “Data Integrity and Compliance With Drug CGMP: Questions and Answers—
Guidance for Industry”.
Website: https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-integrity-and-

compliance-drug-cgmp-guestions-and-answers
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Accessed: 2026-08-01.
2E g st Yate| Y5t Cjo|E Q| #a|, 27|15 B2, 2T ZAIRA ZE L Hojg 2tM/d o Cist

Fdglol M= dFot= Hl 2ESHAULE. (U.S. FDA)

Medicines and Healthcare products Regulatory Agency, “Guidance on GxP Data Integrity”.
Website: https://www.gov.uk/government/publications/guidance-on-gxp-data-integrity
Accessed: 2026-08-01.

I8 UIE: ClIOIE] 440157 |2t CIO|Ef AHHA @[ 7|E K0 &2|, Z2Z3et

Aol 0|2 = Yets Yot o 2ESIAC. (MHRA)
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S, G978 & gt o| HolE
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U.S. Food and Drug Administration, “Milestones in U.S. Food and Drug Law”.

Website: https://www.fda.gov/about-fda/fda-history/milestones-us-food-and-drug-law

Accessed: 2026-08-01.
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=
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= HE
SO0 SR HZ 0} Are| A A2[0M 2LSIACE 8S EF5h= Ul 2ESIULE. (U.S. FDA)
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U.S. Food and Drug Administration, “Sulfanilamide Disaster”.

Website: https://www.fda.gov/about-fda/histories-product-regulation/sulfanilamide-disaster

Accessed: 2026-08-01.

28 W&: 1937 | YIA|Z HIHO0|E FAL} Q|ofF oty &kl A datel Metyol & AlE Sall S A7t

| —
SHre] WYt 7| Lol Tt Al=|of 0|2 = Yers 2F5hE H &5 (US. FDA)

World Health Organization, “Substandard and Falsified Medical Products”.

Website: https://www.who.int/news-room/fact-sheets/detail/substandard-and-falsified-medical-products
Accessed: 2026-08-01.
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Pharmaceutical
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Patient Centricity
Management
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Management
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Quality Leadership

Quality Governance

Roles,
Responsibilities and
Authorities
Quality Unit
Independence

Quality Ownership

Quality Mindset

Employee
Engagement

Empowerment

Competency
Speak-Up Culture

Psychological Safety

Just Culture
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