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Quality
1 |Q1 Q1A(R2) Stability Testing of New Drug 2003 T#FRETTHERAE
Stability Substances and Products (7% % 3 % 87041838%%)
2 Q1B Stability Testing: Photostability 1996 (#F% % % % 09403103353 )
Testing of New Drug Substances
and Products
3 QiC Stability Testing for New Dosage 1996
Forms
4 Q1D Bracketing and Matrixing Designs 2002
for Stability Testing of New Drug
Substances and Products
5 Q1E Evaluation of Stability Data 2003
6 Q2 Q2(R1) Validation of Analytical Procedures: 2005 T A5 5E9% TERELP
Analytical Validation Text and Methodology (Foctaird & ¢ £3 ®89£67)
7 Q3 Q3A(R2) Impurities in New Drug Substances 2006 _
Impurities —
8 Q3B(R2) Impurities in New Drug Products 2006 _
9 Q3C(Rb5) Impurities: Residual Solvents 2011 _
10 Q3C(R6) Impurities: Guideline for residual 2016 Step 4 version |_
solvents dated 20 Oct.,
2016
11 Q3D Guideline for elemental 2014 Step 4 version | _
impurities dated 16 Dec.,
2014
12 |Q4 Q4 Pharmacopoeias _ e g8y
Pharmacopoeias _ —
13 Q4A Pharmacopoeial Harmonization
£ 1 % ¥ 2 F
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14

Q4B

Evaluation and Recommendation
of Pharmacopoeial Texts for Use in
the International Conference on
Harmonisation Regions

15

Q4B ANNEX
1(R1)

Evaluation and Recommendation
of Residue on Ignition/Sulphated
Ash General Chapter

16

Q4B ANNEX
2(R1)

Evaluation and Recommendation
of Test for Extractable Volume of
Parenteral Preparations General
Chapter

17

Q4B ANNEX
3(R1)

Evaluation and Recommendation
of Test for Particulate
Contamination: Sub-Visible
Particles General Chapter

18

Q4B ANNEX
4A(RL)

Evaluation and Recommendation
of Microbiological Examination of
Non-Sterile Products: Microbial
Enumeration Tests General

OLhontawe

19

Q4B ANNEX
4B(R1)

Evaluation and Recommendation
of Microbiological Examination of
Non-Sterile Products: Tests for
Specified Micro-organisms General

Chantar

20

Q4B ANNEX
4C(R1)

Evaluation and Recommendation
of Microbiological Examination of
Non-Sterile Products: Acceptance
Criteria for Pharmaceutical
Preparations and Substances for
Pharmaceutical Use General

21

Q4B ANNEX
5(R1)

Evaluation and Recommendation

of Disintegration Test General
Chantor

22

Q4B ANNEX
6

Evaluation and Recommendation
of Uniformity Dosage Units General
Chapter
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23 Q4B ANNEX |Evaluation and Recommendation
7(R2) of Dissolution Test General
Chantar
24 Q4B ANNEX [Evaluation and Recommendation
8(R1) of Sterility Test General Chapter
25 Q4B ANNEX |Evaluation and Recommendation
9(R1) of Tablet Friability General Chapter
26 Q4B ANNEX |Evaluation and Recommendation
10(R1) of Polyacrylamide Gel
Electrophoresis General Chapter
27 Q4B ANNEX |Evaluation and Recommendation
11 of Capillary Electrophoresis
General Chapter
28 Q4B ANNEX [Evaluation and Recommendation
12 of Capillary Electrophoresis
General Chapter
29 Q4B ANNEX |Evaluation and Recommendation
13 of Bulk Density and Tapped
Density of Powders General
30 Q4B ANNEX [Evaluation and Recommendation
14 of Bacterial Endotoxins Test
General Chapter
31 |Q5 Q5A(R1) Viral Safety Evaluation of 1999 T4 $FLBHERLE | I Tt ¥ a5
Quality of Biotechnology Products Derived S 00
Biotechnological From Cell Lines of Human or 100# 117 415
Products Animal Origin
32 Q5B Quality of Biotechnological 1995 _
Products:Analysis of the
Expression Construct in Cells Used
for Production of r-DNA Derived
Protein Products
33 Q5C Quiality of Biotechnological 1995 TErg g g A8 | 4 HHN2 5
Products: Stability Testing of RN A
Biotechnological/Biological
¥ 3 F £ 12§
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34 Q5D Quality of 1997 _
Biotechnological/Biological
Products: Derivation and
Characterization of Cell Substrates
Used for Production of
35 Q5E Comparability of 2004 _
Biotechnological/Biological
Products Subject to Changes in
Their Manufacturing Process
36 |Q6 Q6A Specifications: Test Procedures 1999 _
Specifications and Acceptance Criteria for New
Drug Substances and New Drug
Products: Chemical Substances
37 Q6B Specifications: Test Procedures 1999 TEC %Rt AR — AT 1EF 2 3
and Acceptance Criteria for % e
Biotechnological/Biological (% f;;gi % 0910012589%)
Dradiicte
38 Q7 Q7A Good Manufacturing Practice 2000 1. Te RF-ELY i?._.,?fw G F o (R
Good Manufacturing Guidance for Active )
Practices Pharmaceutical Ingredients (% #8 3 $1021101127%)
QAP FR LK TR AP E AP ERLINS
i
(#% % 3 % 0970332993%)
39 [Q7 Q&As Q7 Q&As Good Manufacturing Practice 2015 Step 4 version
Good Manufacturing Guide for Active Pharmaceutical dated June 10,
Practice Guide for Active Ingredients 2015
Pharmaceutical
Ingredients
40 |Q8 Q8(R2) Pharmaceutical Development 2009 _
Pharmaceutical
Development
41  |1Q9 Q9 Quality Risk Management 2005 _
Quality Risk Management
42 |1Q10 Q10 Pharmaceutical Quality System 2008 _
Pharmaceutical Quality
System
Y £ 47 2007
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43 [Q11 Q11 Development and Manufacture of 2012 _
Development and Drug Substances (Chemical
Manufacture of Drug Entities and
Substances Biotechnological/Biologicl Entities)
44 Q11 Q&As |Questions & Answers: Selection 2017 23 Aug. 2017
and Justification of Starting
Materials for the Manufacture of
Nruun Sithetancoc
Safety
45 |S1 S1A Need for Carcinogenicity Studies of 1995 F# 2200 %% 2HRF
Rodent Carcinogenicity Pharmaceuticals (FDAZ 3 % 1031402844%:)
Studies for Human : : —
46 |pharmaceuticals S1B Testing for Carcinogenicity of 1997
Pharmaceuticals
47 S1C(R2) Dose Selection for Carcinogenicity 2008
Studies of Pharmaceuticals
48 |S2(R1) S2A Guidance on Specific Aspects of 2011
Guidance on Genotoxicity Regulatory Genotoxicity Tests for
Testing and Data Pharmaceuticals
49 |Interpretation for S2B Genotoxicity: A Standard Battery 2011
Pharmaceuticals Intended for Genotoxicity Testing for
for Human Use Pharmaceuticals
50 |[S3 S3A Note for Guidance on 1994
Toxicokinetics and Toxicokinetics: The Assessment of
Pharmacokinetics Systemic Exposure in Toxicity
Ctiidioc
51 S3B Pharmacokinetics: Guidance for 1994
Repeated Dose Tissue Distribution
Studies
52 |S4 S4 Toxicity Testing 1998
Toxicity Testing
53 |S5 S5(R2) Detection of Toxicity to 2005
Reproductive Toxocity Reproduction for Medicinal
Products & Toxicity to Male Fertility
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54 [S6(R1) S6(R1) Preclinical Safety Evaluation of 2011
Preclinical Safety Biotechnology-Derived
Evaluation of Pharmaceuticals
Biotechnology-Derived
Pharmaceuticals
55 |S7 S7A Safety Pharmacology Studies for 2000
Pharmacology Studies Human Pharmaceuticals
56 S7B The Non-Clinical Evaluation of the 2005
Potential for Delayed Ventricular
Repolarization (QT Interval
Prolongation) by Human
Pharmaceuticals
57 |S8 S8 Immunotoxicity Studies for Human 2005
Immunotoxicity Studies Pharmaceuticals
for Human
Pharmaceuticals
58 [S9 S9 Nonclinical Evaluation for 2009
Nonclinical Evaluation for Anticancer Pharmaceuticals
Anticancer
Pharmaceuticals
59 |S10 S10 Photosafety Evaluation of 2013
Photosafety Evaluation of Pharmaceuticals
Pharmaceuticals
60 |[S11 S11 Nonclinical safety testing in support [This topic was
Nonclinical safety testing of development of paediatric endorsed by
medicines the ICH
Steering
Committee in
November

Efficacy



Clinical Study Reports

Study Reports

(#% %3 ¥ 09203185525%)
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61 |El1-E2F El The Extent of Population Exposure 1994 TR AL FE IR R 2 2238 E
Clinical Safety to Assess Clinical Safety for Drugs 2 |
Intended for Long-Term Treatment (FDA# = 5 10114000925 &)
of Non-Life Threatening Conditions
62 E2A Clinical Safety Data Management: 1994 T &R L TRh Bk R
Definitions and Standards for (%48 3 %0991407858%.)
Expedited Reporting
63 E2B(R3) Clinical Safety Data Management: 2005 Tges 2 F RddF i
Data Elements for Transmission of (3732 8 3 % 1031405027%:)
Individual Case Safety Reports
64 E2B(R3) Implementation: Electronic _
IWG transmission of individual case Nov. 2014
safety reports
65 E2C(R2) Periodic Benefit-Risk Evaluation 2012 1. TEH % 2ERF RS
Report (#% & 3 % 0930327734%)
(F7$: & 3 % 1021453231%)
2.THEBAX 2ERRF
(#% % 3 %0970329838%%)
66 E2D Post-Approval Safety Data 2003 1. TEF % 2TRF RIS
Management: Definitions and (#% 2 3 % 0930327734%:)
Standards for Expedited Reporting M & F 5 10214532315%)
2.THEBAX 2ERRF
(#% % 3 %0970329838%%)
67 E2E Pharmacovigilance Planning 2004 1. TEF % 2TRF RIS
(7% 23 % 0930327734%)
P8 F $1021453231%%)
2.THRBAX 2EARRF
(i#% # 3 % 0970329838%.)
68 E2F Development Safety Update Report 2010 _
69 E3 E3 Structure and Content of Clinical 1995 Tiehk Rk L 2 BN Z P R A8
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70 E3 Q&As R1 |Questions & Answers: Structure 6 Jul. 2012 _
and contents of clinical study
reports
71 |E4 E4 Dose-Response Information to 1994 TRTX LT FLH TR IEI 22 I EL
Dose-Response Studies Support Drug Registration L T8
(FDAZ 3 % 1011400092%: 3)
72 |E5 E5(R1) Ethnic Factors in the Acceptability 1998 TR PR AR —BIRAREFTHLEHE
Ethnic Factors of Foreign Clinical Data b T
(#%F # 3 % 0980325016%. = £)
73 |E6 E6(R1) Good Clinical Practice 1996 M8 2B A Teh 25 8 R
Good Clinical Practice (% # 8 3 %0991407858%:)
74 E6(R2) Good Clinical Practice 2016 Step 4 version |_
dated 9 Nov.,
2016
75 |E7-E11 E7 Studies in Support of Special 1993 rex B & ¥ E-TRbk 3@ 5% A % (Guidance
Clinical Trials Populations: Geriatrics for Studies of Drugs in Support of Special
Populations: Geriatrics)
(% # 3 % 0900054879%: 2
76 E7 Q&As Questions & Answers: Studies in 6 Jul. 2010 _
support of special populations:
Geriatrics
77 ES8 General Considerations for Clinical 1997 Tard AR FEASGR T o R s X 2238
Trials BL
(FDA# = % 1011400092%: &)
78 E9 Statistical Principles for Clinical 1998 TR LR FLAHZR T R %L X 2238 L
Trials B
(FDAZ =z % 1011400092%:. )
79 E10 Choice of Control Group and 2000 TRALFFLIR T R EZ2E2TEE
Related Issues in Clinical Trials . 18
(FDAZ 3z % 1011400092%% )
80 El1l Clinical Investigation of Medicinal 2000 To] s3% % enig & & 335 & i (Guidance for
Products in the Pediatric Pediatric Pharmacokinetic Studies)
HEIEEI (#% % 3 509100434755 2 )
¥ 8 F ¥ 12 §
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81

E11(R1)

Addendum to ICH E11: Clinical
Investigation of Medical
Products in the Pediatric
Population

2017

dated 20 July,
2017

Step 4 version |_

82

E12
Clinical Evaluation by
Therapeutic Category

E12

Principles for Clinical Evaluation of
New Antihypertensive Drugs

2000

T g F ok ¥ & T8 3% & % (Guidance
for the Clinical Trials of Drugs Acting on
Cardiovascular System)

(#F% # 3 5880572155 2 £

83

E14
Clinical Evaluation

E1l4

Clinical Evaluation of QT/QTc
Interval Prolongation and
Proarrhythmic Potential for Non-
Antiarrhythmic Drugs

2005

84

E14
Q&As(R3)

Q&As: Clinical Evaluation of
QT/QTc interval prolongation and
proarrhythmic potential for non-
antiarrhythmic drugs

2015

10 Dec.2015

85

86

87

E15- E16
Pharmacogenomics

E15

Definitions for Genomic
Biomarkers, Pharmacogenomics,
Pharmacogenetics, Genomic Data
and Sample Coding Categories

2007

T FTRLE RO
(£4,- %3 ¥099000224813%)
(#% ¥ 3 % 1000061677%)
(£4,- %3 %10100177991%)

E16

Biomarkers Related to Drug or
Biotechnology Product
Development: Context, Structure,
and Format of Qualification
Submissions

2010

E18
Genomic
sampling

Genomic sampling and
management of genomic data

2017

dated 3 Aug.
2017

Step 4 version |_

Multidisciplinary
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88 M1 M1 MedDRA Terminology _ _
Medical Dictionary for
Regulatory Activities
89 |M2 Electronic Standards |M2 Electronic Standards for the _ _
Transfer of Regulatory Information,
ESTRI
90 M3 M3(R2) Nonclinical Safety Studies for the 2009 M8 SR %% 2R
Nonclinical Safety Studies Conduct of Human (7% 2 3 % 87040788%%)
Clinical Trials and Marketing (FDAZ 3 % 1031402844%)
Authorization for Pharmaceuticals
91 M3(R2) Questions & Answers: Guidance on 2012 dated 5 _
Q&As R2 Nonclinical Safety Studies for the Mar.2012
Conduct of Human Clinical Trials
and Marketing Authorization for
Pharmaceuticals
92 M4 M4(R3) Organisation Including the 2000 1. T * Fpe2 2 (Common Technical
Common Technical Granularity document that provides Document, CTD) #.3% » 373 A $7 ¥ 3 % %
Document guidance on document location and ¥ 3p 102£117 1p 4=F %
paginations. (% 3% % 3 % 10114057258%)
e : —12. T Rl 7w HEE
93 M4(R4) Organisation Including the 2016 Step 4 version (ﬂk&g‘};iz;gii‘boiijf;ﬁ FA B2
Organisatio [Granularity document that dated 15 June |-, . . o . "
. ) (¥ # 8 3 % 1021401257%%)
n provides guidance on document 2016 Foa . ,
, o Bragsrssmt fEAKT Y 3P
location and paginations . o
103# 7% 1p A=k * FjF2 #(Common
94 M4Q(R1) The Common Technical Document 2000 Technical Document » CTD)4 ;% #4552 |
for the Registration of (37428 3 %1021453148%)
Pharmaceuticals for Human Use: AT 22 rELREEY 3p 103879 1p
Quality A2 k3@ * P e # Common Technical
, N e
95 M4S(R2) The Common Technical Document 2000 22;32?'”; 1(():;1[31)52‘%5"2;?;1J
for the Registration of f T -
Pharmaceuticals for Human Use:
Safety
¥ 10 > 12 7
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96 M4S Q&As 11 Nov. 2003
(R2)
97 M4E(R1) The Common Technical Document 2000
for the Registration of
Pharmaceuticals for Human Use:
Efficacy
98 M4E(R2) Guideline on enhancing the 2016 Step 4 version [_
Efficacy format and structure of benefit- dated 15 June
risk information in ICH 2016
99 MA4E Q&As 10 June. 2004 _
(R1)
100 |M5 M5 Data Elements and Standards for _
Data Elements and Drug Dictionaries
Standards for Drug
Dictionaries
101 [m6 M6 Virus and Gene Therapy Vector PAFshTRArE% (X3)
Gene Therapy Shedding and Transmission (draft) (FDAZ 3 % 1001400546%:)
102 |M7 M7 Assessment and Control of DNA _
Genotoxic Impurities Reactive (Mutagenic)
Impurities in Pharmaceuticals
to Limit Potential Carcinogenic Risk
103 M7(R1) Assessment and control of DNA 2017 Step 4 version |_
Genotoxic [reactive (mutagenic) impurities dated 31 Mar
impurities  [in pharmaceuticals to limit 2017
potential carcinogenic risk
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104 (M8 M8 Electronic Common Technical 1. T # Fe & (Common Technical
Electronic Common Document Document, CTD) #3% |
Technical Document (a3 % 1011405725%{)
(eCTD) 2T RSFRBRE T FE AR I

(e- submlssmn)J

(¥ # & 3 ¥1011408090%%)
SEPFAREFARITRLARZ
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