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演示者
演示文稿备注
美国食品及药物管理局颁发的“联邦法规21章” CFR :Code of Federal Regulations
时间标记，审核跟踪  追溯 
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- [mPREHEIESEXPTHEL
SASI{H{EHIMETC (Transport File Format)@SASH AHISZIT AR SEIAIEN
TR RIAH RN
« SAS V5 Transport Format
« New version Transport Format (V8. V9)
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- InPREIHEAZ X PTI4ER

o SASTRMHFEFISTVERXPTEEIETUI4:
- XPORT#{E5 |2, PROC COPYJ5=

- QE EJZS AS V 51§$ﬁ¢ﬁﬁy1¢ 1) XPORT engine:  HEADER RECORD******* LIBRARY HEADER RECORD!!!!!!!00000000000000
=] 2) PROC CPORT:  **COMPRESSED** **COMPRESSED** **COMPRESSED** **COMPRESSED**

« PROC CPORT/CIMPORT3Z(
o SERUNALMESASA B A Z BN G HEIREIME TSy
o RIE4E, XM

LIBNAME library 'c:\sasdata’;
/IXPORT JOB ... sa : )
/| EXEC SAS FILENAME fmtrans 'a:\fmtrans.xpt’;

[IOUTAPE DD DSN=filedesc.V612.XP. N|T=TAPE, PROC CPORT CATALOG:Iibrary.fmls
/I LABEL=(1,NL),VOL=SER=vvy# " DISP=(OLD,KEEP), FILE=fmtrans;
/I DCB=(RECFM=FB,LREC 'BLKSIZE=8000) RUN;
/ISASD DD DSN=projname.f@&¥ecsc.SASLIB,DISP=SHR
/ISYSIN DD *
LIBNAME outape X
TITLE “SEND datname 15 atname2 FOR projname"; PROC CIMPORT CATALOG=library.fmts
PROC COPY IN=SASD OUT=0UTAPE; FILE=fmtrans;

SELECT datname1 datname2, RUN;

LIBNAME library 'd:\sasdata’;
FILENAME fmtrans 'a:\fmtrans.xpt'’;
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CDISC -- Clinical Data Interchange standard Consortium
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* Pharmaceutical & biotech companies; CROs/service providers; technology providers, academic institutions, government
agencies, non-profit organizations
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演示者
演示文稿备注

临床数据交换标准协会(CDISC)是一个开放的、包括各种学科的非盈利性机构
协会致力于开发行业标准，为医疗健康领域研究、医学和生物制药产品的开发提供临床实验数据和元数据的取得、交换、提交以及存档的标准化电子手段。

临床数据交换标准协会     致力于提高医学研究及医疗保健相关领域的效率，促进公共卫生事业的持续发展。作为行业生产协作的催化剂，CDISC将医疗保健行业各相关领域进行有机结合，并发展成全球性、开放、公认的医学研究数据标准


Plan

=

=

CDISC Standards in the Clinical Research Process

Collect

{ - |
[T )
o

a
1]
o

Organize

M Data Exchange

CDISCHRfE

B Foundational Standard B Therapeutic Area

B Controlled Terminology

Analyze

Analysis Data Model

https://www.cdisc.org/
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Data Exchange Standard Exchange Format  Developement Ends
Organization (50 Yerson  Guide Version  Cenierfs) (MM/DOAYYY) MDY o
.

Dars
u
Supported Implementation  FOA : irement

M eCTD
Ragulatory Electronic Electronic
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Limae Technical Common Technical
AHDA. BLA, Electronic Common | Extensible Mackup |Imtemational Council for Cocumant CDER 050572017 (5] Docyment (oCT0)
atS E) |1 oonucal Document (eCTD)|  Language (L) | Hamomsabon (ICH) | 322 | Specicstions | CEBER | osm1z00s 00472018 [5]
Clinical study COER 1211772015 [1] - -
datasets | SOTM WP coise 13 313 CEER | 1012012 122017 [2]
Clinical study Varsion 312 | COER 121772015 [1] - -
datasets | SOTM AP COISC 12 Amendment 1| CBER | o7 122017 [2]
Clinical study CDER. 121716 1] COISC org - SOTM
datasets S0T™M XPT coisc 12 312 CEBER 1V3INI009 A2NTRR0NT (2] -
Clinical study CDER. - .
datasets S0TM XPT COISC 11 311 CRER Ongaing | 011289018 AL AL
Clinical study ,
datasets Analysis Data Model COER 121772016 (1) SDIR0 oo - A0
(ADaM) XET COISC 21 10 CBER Ongaing 121772017 [2]
Animal study | Standard for Exchange of 12172016 (1) T
datasats Manclinical Data (SEND) FT COISC 12 30 CDER | OR13Z011 121772017 [2] e

The FDA Data Standards Catalog
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SDTMAEAHR

Domain

AR TR

Domain Domain

Demographics
(DM)

SRR

Trial Arm
(TA)

Related

Records

Intervention (RELREC)

SCERE Trial Inclusion
Event
(CO) (TI)
Finding Supplemental
Trial Visit Quialifiers
(SUPP--)
(TV)

Subject Visits
(SV)

/

Interventions Events Findings

Treatments that Planned protocol

Observations resulting
from planned
5

are

administered to the milestones, occurrences, nn

evaluation
5
m

subject
Adverse Events (AE)
Disposition Events (DS} Physical Exam (PE)

Vital Signs (V5)
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Trial Design
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Table 2.2.6: Subject Demographics Domain Variables
Variable
Name Variable Label Type Description
Identifier Variables
STUDYID Study Identifier Char V;l:::le Variable Label Type Description
DOMAIN Domain Char
Abbreviation RFICDTC Date/Time of Char Date/time of informed consent in ISO 8601 character format.
Tnfarmed Cancen
USUBJID  |Unique Subject | Char . Fomraiiad ~
Identifier RFPENL|  Variable Name Variable Label | Type | Terms, Codelist| Role CDISC Notes (Core
or Format [
—— [RFICDIC IDate/Time of Char |ISO 8601 Record  |Date/time of informed consent in ISO 8601 character format. This will be the same as  |Exp
SUBJID Subject Identifier | Char DTHDT!( Informed Consent Qualifier [the date of informed consent in the Disposition domain, if that protocol milestone is
for the Study documented. Would be null only in studies not collecting the date of informed consent.
- I [RFPENDTC [Date/Time of End  [Char [ISO 8601 Record  [Date/time when subject ended participation or follow-up in a trial, as defined inthe  |[Exp
DTHFL lof Participation Qualifier [protocol, in ISO 8601 character format. Should correspond to the last known date of
contact. Examples include completion date, withdrawal date, last follow-up, date
RFSTDTC Subject Reference | Char A recorded for lost to follow up. or death date.
Start Date/ Time SITEFID (DTHDTIC [Date/Time of Death [Char |ISO 8601 Record  |Date/time of death for any subject who died, in ISO 8601 format. Should represent the |Exp
(Qualifier |date/time that is captured in the clinical-trial database.
| |[DTHFL Subject Death Flag |Char [(NY) Record  |Indicates the subject died. Should be Y or null. Should be populated even when the [Exp
INVID Qualifier |death date is unknown.
SITEID Study Site Identifier|Char Record  |Unique identifier for a site within a study. Req
e - ~ L Qualifier
INVNADN |INVID [nvestigator Char Record  |An identifier to describe the Investigator for the study. May be used in addition to Perm
- [dentifier (Qualifier |SITEID. Not needed if SITEID is equivalent to INVID.
BRTHD  |INVNAM Investigator Name |Char Synonvm  [Name of the investigator for a site. Perm
— Qualifier
AGE BRTHDTC [Date/Time of Birth [Char [ISO 8601 Record  |Date/time of birth of the subject. Perm
(Qualifier
- (AGE IAge Num Record  |Age expressed in AGEU. May be derived from RFSTDTC and BRTHDTC, but Exp
AGETX Qualifier |BRTHDTC may not be available in all cases (due to subject privacy concerns).
AGEU IAge Units Char |(AGEU) [Variable [Units associated with AGE. Exp
Qualifier
L SEX Sex Char |(SEX) Record  [Sex of the subject. Req
AGEU Qualifier
I [RACE [Race Char ACE) Record of the subject. Sponsors should refer to “Collection of Race and Ethnicity Data in [Exp
SEX (Qualifier ical Trials™ (FDA, September 2005) for guidance regarding the collection of race
R “/iwanw. fda gov/RegulatoryInformation/Guidances/ucm126340 htm) See
RACE below regarding RACE.
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C115388

C115387

C101805

C101806

CB6767

C101865

C120085

C120084

C101807

C101808

CB6781
C112435

C112434

C119062

C119061

C119060

C119059

6 Minute Walk Functional
Test Test Code

6 Minute Walk Functional
Test Test Name

Abnormal Involuntary
Movement Scale
Questionnaire Test Code

Abnormal Involuntary
Movement Scale
Questionnaire Test Name

Action Taken with Study
Treaiment

Acute Coronary Syndrome
Presentation Category

Acute Physiology and
Chronic Health Evaluation

Il Clinical Classification
Test Code

Acute Physiology and
Chronic Health Evaluation
Il Clinical Classification
Test Name

ADNI Auditory Verbal
Learning Functional Test
Test Code

ADNI Auditory Verbal

Learning Functional Test
Test Name

Age Unit

Ainway Questionnaire 20
Questionnaire Test Code

Alrway Questionnaire 20
Questionnaire Test Name

Alcohol Use Disorder
ldentification Test-
Consumption Questions
Questionnaire Test Code
Alcohol Use Disorder
Identification Test-
Consumption Questions
Questionnaire Test Name
Alcohol Use Disorder
Identification Test: Self-

Report Version
Questionnaire Test Code

Codelist Definitions

CDISC SDTM Controlled Terminology

CDISC SDTM Controlled Terminology, 2016-06-24

SDTMZEARIE

Legend:
Codelist
CodeListitem
NCI attributes

oID

Name
(CDISC Submission Value)

DataType
Extensible

CDISC Submission Value [ODM:CodedValue]

NCI Code CDISC Synonym

CDISC Definition

Alcohol Use Disorder

CL.C115388 SIXMWATC 6 Minute Walk Functional Test  text C115388 6 Minute Walk Functional Test Test Code & Minute Walk Test test code.
Test Code Extensible: No
(SHIMWATC)
. SDAMW101 C115800  SIXMWA1-Distance at 1 Minute & Minute Walk Test - Distance at 1 minute.
Stenosis Within a Graft AVLO1-List B Recall Word 6 C102003 AVLO1-List B Recall Word 6
Marital Status AVLO1-List B Recall Word 7 C102004 AVLO1-List B Recall Word 7
Mayo-Portland Adaptability AVLO1-List B Recall Word 8 C102005 AVLO1-List B Recall Word 8
Inventory-4 Questionnaire AVLO1-List B Recall\Word 0 C102006 AVL01-List B Becall Word Q.
Test Code
Back to top
Backtc Mayo-Portland Adaptability : :
cLct Inventory-4 Questionnaire CL C66781 AGEU Age Unit text CE6781  Age Unit
Test Name (AGEU) Extensible: No
. Mechanical Circulatory DAYS C25301  Day
Support Placement Timing
Medical Evaluator HOURS C25529  Hourhr
Medical History Event Date MONTHS C29846  Month
Type
Method WEEKS C20844 Week
Back ¢ Michigan Neuropathy YEARS C29848  Year
cLc Streening Instrument
" Questionnaire Test Code Barkio 1op
Michigan Neuropath CL.C112435 AQ01TC Airway Questionnaire 20 text C112435 Airway Questionnaire 20 Questionnaire Test Code
Screening Instrument Questionnaire Test Code Extensible: No
Questionnaire Test Name (AQO1TC)
Microbial Identification AQO0101 C112529 AQO1-Cough Often During Day
Certainty
Back to top
CL.CBBY31.3EX Sex text CBET31 Sex
(SEX) Extensible: No
F C1e576 Female
it} Ccz20197 Male
U C17998 UUnknown
UNDIFFERENTIATED C45908

Auditory Verbal Learning Test Version A - List B, Word 6.
Auditory Verbal Learning Test Version A - List B, Word 7.
Auditory Verbal Learning Test Version A - List B, Word 8.
Auditory Verbal Learning Test Version A - List B, Word 9.

Those units of time that are routinely used to express the age of a sub

The time for Earth to make a complete rotation on its axis; ordinarily di
refers to a specific day. (NCI)

A unit measure of time equal to 3,600 seconds or 60 minutes. It is app!

One of the 12 divisions of a year as determined by a calendar. It corres
approximately to one cycle of the moon's phases, about 30 days or 4 w

Any period of seven consecutive days. (NCI)

The period of time that it takes for Earth to make a complete revolution
days; a specific one year period. (NCI)

http://evs.nci.nih.gov/ftp1/CDISC/SDTM/SDTM%20Terminology.html (updated version)

Airway Questionnaire 20 test code.

Airway Questionnaire 20 - Do you cough often during the day?

wu fee

The assemblage of physical properties or qualities by which male is distinguished frc
difference between male and female; the distinguishing peculiarity of male or female’

A person who belongs to the sex that normally produces ova. The term is used to in¢
distinctions, or cultural gender role distinctions, or both. (NCI)

A person who belongs to the sex that normally produces sperm. The term is used fo
distinctions, cultural gender role distinctions, or both. (NCI)

Mot known, not observed, not recorded, or refused. (NCI)

A person (one of unisexual specimens) who is born with genitalia and/or secondary s
indeterminate sex, or which combine features of both sexes. (NCI)


http://evs.nci.nih.gov/ftp1/CDISC/SDTM/SDTM%20Terminology.html
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SDTM{EIGERIAFHPRYSE

VISIT1  VISITNUM

Not done O, WVSSTAT

VITAL SIGNS

VISIT 1 VISITNUM

WEIGHT
Weight L || Ike

HEIGHT
Height | [ |em

HR
HeartRate | | | |beats/min

Blood Pressure [ ] | /| | | | mmHg

Systolic Diastolic

SYSBP DIABP

Notdone O; WNSSTAT

VITAL SIGNS

Height

VSTESTCD=“HR*

VSORRES when
VSTESTCD="SYSBP”

Blood 1 /]

VSTESTCD when VSORRES when
VSTESTCD=“WEIGHT* VSTESTCD="WEIGHT"”

Weight I

| ke VSORRESU when
YSTESTCD=“WEIGHT”

VSTESTCD when VSORRES when
VSTESTCD="HEIGHT" vSTESTCD=“HEIGHT”

VSORRESU when
cm

. VSTESTCD=*HEIGHT”

VSTESTCD when VSORRES when
VSTESTCD=“HR”
Heart Rate ] beats/min

VSORRESU when
VSTESTCD="HR”

VSORRES when
VSTESTCD="DIABP”
L VSORRESU when

Pressure .
systolic

VSTESTCD=SYSBP”

VSTESTCD when____ VSTESTCD when

mmHe G TESTCD=“SYSBP” OR “DIABP”
diastolic

VSTESTCD="DIABP”
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VITAL SIGNS - \
@ 3
WEIGHT «
Weight _ 18 |5 | ke +
_ I PATIENT. | WEIGHT. | HEIGHT.] HR. DBP. SBP.
Height L1 |8 | O|lcm +
(kg). (cm) | (bmp) | (mmHg) (mmHa).
R . 001. 85. 180. 70. 80. 120.
Heart Rate [ 7 | 0 |beats/min+
Blood Pressure [ [ 8 | o | /1 | 2 |0 |mmHg«
Systolic Diastolic +
E SYSEP - DIATP - k
USuUBJID VSTESTCD VSTEST VSORRES | VSORRESU
CH-001 WEIGHT Weight 85 kg
CH-001 HEIGHT Height 180 cm
CH-001 HR Heart Rate 70 bpm
CH-001 DIABP Diastolic Blood 80 mmHg
Pressure
CH-001 SYSBP Systolic Blood 120 mmHg
Pressure
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Not done Qg

VSSTAT

VITAL SIGNS

VSTESTCD when

VSTESTCD="WEIGHT*

Weight

VSTESTCD when

VSTESTCD="HEIGHT*"

Height

VSTESTCD when
VSTESTCD="HR*"

Heart Rate

Blood
Pressure

VSORRES when

VSTESTCD="WEIGHT"

N - - kg

VSORERES when

VSTESTCD="HEIGHT"

[ 1 |8 [0 | cm
VSORRES when
VSTESTCD=“"HR™
70| beats/min
VSORRES when VSORRES when

VSTESTCD="5Y5BP”

systolic

VSTESTCD when
VSTESTCD="5YSBP”

VSORRESU when
VSTESTCD="WEIGHT ™

VSORRESU when
VSTESTCD=*HEIGHT™

VSORRESU when
VSTESTCD="HR™

VSTESTCD=“DIABP”
& 0_[/1]_2)_0_| mmig

diastolic
VSTESTCD when

VSORRESU when
VSTESTCD="5YSBP” OR “DIABP™

L%

USUBJID | VSTESTCD VSTEST \_/SORRES VSORRESU
CH-001 WEIGHT Weight 85 kg
CH-001 HEIGHT Height 180 cm
CH-001 HR Heart Rate 70 bpm
CH-001 DIABP Diastolic Blood 80 mmHg

Pressure
CH-001 SYSBP Systolic Blood 120 mmHg
Pressure

VSTESTCD="DIABP™
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D Annotated Case Report Form

= D Datasets
[ yalue Lovel Metadata Datasets for Study CDISCO01
[l computational Algorithms Dataset Description Class Structure Purpose Keys Location
A
D) controtied Terminology sV Subiect Visits TRIAL DESIGN | One record per subject per | Tabulation | STUDYID, USUBJID, SVSTDTC, ev.xpt
actual wistt SWENDTC, VISTTNUM, SWUPDES
T4 Trial Artng TEIAL DEZIGH One record per element per Tabulation | STUDYID, AEMWCD, TAETORED ta.xpt
arr
TE Trial Elements TEIAT DESIGH One record per element Tabulation | STUDYID, ETCD te. xpt
TI Trial Inclusion TEIAT DESIGH Omne record per IE criterion Tabulation | 3STUDYID, IETESTCD H.zpt
TS Trial Sumnary TRIA =TT e L : e e s
Adverse Events Dataset (AE) ae.xpt
TV Trial WVisits TEIA : e
" Controlled _
5 T — Variable Label Type | Terminology Ungl Role Comment
UK STUDYID | Study Identifier text CRF
D Demographics =PEC IDENTIFIER
PU-_RJ v o el Sl i
M CenpaTimmn oyTE | DONATIN Domain Abbreviaton | text |DONAIN Assigned
Medications IDENTIFIER
EY . mrE | ©SUBJID Unique Subject text Derved ) Concatenation of
Identifier IDENTIFIER | STUDYID SUBJID
AE Adverse Events B AESEQ Sequence Number integer Derved Sequential number identifving
s S — IDENTIFIER | AEs within each USUBJID
i —— .
—— and generated using the key
sequence of the AE domain
AESPID Sponsor-Defined text Assigned ID of original SAS dataset
Identifier IDENTIFIER
AETERM Eeported Term for text CRF TOPIC
the Adverse Event
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1e. zasThdat

suppdm. sasThdat

ti. zasThdat

ae. sasThdat

1b. =a=Thdat

suppds. sasThdat

tz. sasThdat

om. sasThdat

mh. zasThdat

suppeg. sasibdat

tv. sasThdat

oo, sasThdat

pe. =asTbdat

suppex. sastbdat

vs. sasibdat

dm. zasThdat

qs. sasTbdat

supplb. sasThdat

b, zasThdat

d=. =asThdat

ze. sasThbdat

sv. sasibdat

ez zasThdat

suppae. sasThbdat

ta. sasThbdat

ax. sasThdat

suppem. sasTbdat

te. sasThdat
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\ ' ' Programmlng
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SDTM

Mapping
Spec

SAS Programmer

Annotated CRF
SDTM

SDTM
Define XML

SDTM Data

P W
CDISC expert review
Sponsor review


演示者
演示文稿备注
Underwent
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