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Non-clinical
summary

The CTD triangle. The Common Technical Document is organized into five modules. Module 1is
region specific and modules 2, 3, 4 and 5 are intended to be common for all regions.
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IND Mapping Section

Appendix I - Mapping Section
IND

CER Citation/Source CTD /*STF Heading/**Attribute(s)
NUMBER TITLE MODULE | NUMBER TITLE
312.23G)(1) Cover sheet (Form FDA-1571) |1 1.1 **Fomms form-type=13571
FDAAA Cemification of comphance: 1 1.1 **Fomms form-type=3674
Form FDA 3674
BsUFA Form FDA 3792: Biosinular User | 1 11 **Forms form-ty ~ NDA and BLA Mapping Section
Fee Cover Sheet
312.31(6X1) Statement of the nature and 1 12 Cover letters
purpose of the information NDA and BLA
amendment CER Citation/Source CTD /*STF Heading/**=Attribute(s)
Change of address or corporate | 1 1311 Change of addre NUMBER TITLE MODULE | NUMBER TITLE
name 314.50() Apphication Form FDA 356k 1 1.1 *3*Fomms form-type=356h
NOTE: Includes DMF original 6012
address or corporate name or PDUFA User fee cover sheet: Form FDA 1 1.1 **Forms form-type=3397
change in DMF address or 3397
corporate name BsUFA Form FDA 3792: Biosumilar User 1 11 **Forms form-type=3392
Change n contact/agent 1 13.12 Change 1n conta Fee Cover Sheet
NOTE: Includes DMF original 314 31(0)(2) Annual report ransmittal: Form 1 1.1 **Forms form-type=2252
contact/agent or change in DMF FDA 2252
contact/agent 314.81(0)(3)Q) Transmittal of advertisements 1 1.1 **Forms form-type=2253
Change in ownership 1 13.13 Change in spons | 601.12(£)(4) and promotional labeling: Form
312.52 Transfer of obligations to a 1 1314 Transfer of oblig FDA 2253
contract research organization 601.12 () Transmittal of labels and 1 11 **Forms form-type=23567
312.22(d) General pninciples of the IND 141 Letter of authon circulars: Form FDA 2567
t 1on Cover letters 1 12 Cover letters
312.23(b) Wnitten statement of 1 142 Statement of ngl Change of address or corporate 1 1311 Change of address or corporate name
authonzation for references name
(copy of LOA received from NOTE: Includes DMF onginal
DMF holders - submutted by address or corporate name or
BLA, NDA, or IND applicants) change in DMF address or
corporate name
Change 1n contact/agent 1 1312 Change in contact'agent
NOTE: Includes DMF onginal
contact/agent or change m DMF
14 contact/agent
314.50(d(SXx) Transfer of obligations to CRO 1 1314 Transfer of oblization
214 79 o TSR RS A SRy T 7 T 21 = o PR RS s NI AT N, TSP LAy




=

CDE

WIS EIHALK MG ) B A K 4

7

&

/ 200346 H, BKEAMIAE 7 CTDH#$8Ed (EU-CTD) B “Volume

JitiM4 CTD I 225K DL A& Y AV SCA

PRER N I I BOAR TR R REAT 1 X o

Notice to Applicants”, £ XIANEZRA G (AT SCERE R R, JH
WG i, (id25HiE, AP R, BEPRE, Ll
HiE, BRI, P2 HE, ASMFZCEP) [RRRRME, BHAE 152

EU-CTDPAFRAS T B JENTA S BATEU-CTD U AR 3EAT T EeXF, /%
CUHLAEZG S e 42 M4 CTDRE BT R BE KL, [FIRY, XTFM4 CTD&AS

~

2B

~F

02

EU-CTD

15 R HILES



P By B ER AN A B
— e} 7] = I~ % D> Fo
= cDE
MODULE 2 - COMMON TECHNICAL DOCUMENT SUMMARIES
CTD EU CTD (NTA, Vol. 2B, Edition 2001) NTA, Vol. 2B (Edition 1998) NTA
21 Overall CTD Table of Contents of Modules 2, 3, 4,and 5 | Table of Contents for remainder of the dossier LA
22 Introduction Product profile LC
23 Quality Overall Summary Expert report on the chemical, pharmaceutical and IC1
biological documentation
24 Non-clinical Overvigyw Expert Report on the toxico-pharmacol G eneral Guidelines
B documentation
25 Clinical Overview Expert Report on the Clinical Docume
26 Non-clinical Summary Appendices to the toxico-pharmacolog Document Title Number/version
Report . y ” .
P Validation of analytical methods: definitions and CPMP/ICH/381/95

26.1 Pharmacology Written Summary Written Summary terminology (Qz A)
2.6.2 Pharmacology Tabulated Summary Tabular Formats Validation of? analytical procedures methodology| CPMP/ICH/281/95
263 Pharmacokinetics Written Summary Written Summary (QEB)
264 Pharmacokinetics Tabulated Summary Tabular Formats Note for guidance on development pharmaceutics CPMP/QWP/155/96
265 Teiaglogy Wrilien Sumary Dry Powder Inhalers . _ CPMP/QWP/158/96

- Annex to development pharmaceutics — Decision| CPMP/QWP/054/98
2.6.6 Toxicology Tabulated Summary Tabular Formats . e

— : — trees for selection of sterilisation methods

27 Clinical Synacy Appendices to the clinical Expert Repo  I'11vestigation of chiral active substances 3CC29a Revision 1993
111 5““]‘m_ﬂr}i °fbiz|;hﬂm‘:‘:““c* and associated Written Summary Note for Guidance on radiopharmaceuticals 3AQ20a Revision 1990

rtical methods - - — -

ATe e Note for Guidance on the investigation of bio-| CPMP/EWP/QWP/1401/98

272 Summary of clinical pharmacology studies Written Summary availability and bioequivalence
273 Summary of clinical efficacy Written Summary Note for Guidance on Declaration of Storage| CPMP/QWP/609/96 rev. |
2.74 Summary of clinical safety Written Summary Conditions A: In the product information of
275 Synopses of Individual Studies Tabular Formats Medicinal Products and B: for Active Substances

Revision of the Guideline on Excipients in the

CPMP/463/00*
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