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— HOW TO USE CTN DATASHARE



How to Use CTN Datashare

Analysis of only one study

Read protocol carefully to identify assessments
conducted and any issues with data collection

Examine annotated case report forms (CRFS)

Used to determine data set name and “domain” for
CDISC data

Defines data set and variable names for CRF-
based data

Review de-identification document to determine if any
variables of interest have been re-coded or deleted

Read primary manuscript which is available from CTN
Dissemination Library: ctndisseminationlibrary.org




How to Use Datashare (cont’d)

Analysis of more than one study

Read each individual protocol carefully to:

ldentify study populations and any subsets that
may be of interest for your intended research
guestion

Determine how data can be analyzed — e.g.,
longitudinal data may require using study day not
visit numbers

Review annotated CRFs and data dictionaries:
Data set, domain and variable names

ldentify common data elements — i.e., data points
which are collected similarly across protocols




How to Use Datashare (cont’d)

Analysis of more than one study (cont’d)

Review de-identification document for each
study

Read all primary outcome papers

Assessment tab

Can identify assessments of interest and
associated protocols

Obtain listing of assessments for any protocol




— DEMONSTRATION



National Institute on Drug Abuse

Data Share Website

Ahout Us Data Assessments Guidelines Other Links FAC Contact Us

MIDA Data Share

Purpose

The MIDA Data Share web site is an electranic environment that allows data from completed clinical trials to
imestigators and the puhblic in order to promote nesw research, encourage further anahses, and disseminate
community. Secondary analyses produced from data sharing multiply the scientific cantribution of the arigin:
and supports the timely release and sharing of final research data from MIH-supported studies for use by ot
the translation of research results into knowledge, products and procedures to improve human health.

(see http:fgrants 1.nih.govigrantsiguidenotice-filesNOT-0D-03-032.html).

[ order to make the MIDA data available to as wide an audience as possible, the MIDA Data Share web gite
http:idatashare.nida.nih.gov) has been created. As studies are completed and their data become available
to that data. The fallowing infarmation will be posted per protocal:

Study protocol

Reference to study publication of primary outcome
Data sets (SA5 and ASCI

Annotated case report forms

Define file {also known as Data Dictionand
Study-zpecific de-identification notes

e e

Protection of Human Subjects

Qur pritmary concern in sharing data is the protection of human subjects. The rights and privacy of people wk



Assessments Tab

Protocol FTHD

HIDA-CTH-0009

N

HIDA-CTH-0029
HIDA-CTH-0030
HIDA-CTH-0031
HIDA-CTH-0027
HIDA-CTH-0046
HIDA-CTH-D044

MR IR

HIDA-CTH-0052

= Protocols with similar azsessments

Aszessment Hame Total Similar Matching
Addiction Severity Index Lite (ASI) 20 4 4
Composite International Diagno=stic Interview for DSM-1Y (CIDN 11 4 4
DSM IV Criteria Substance Related Disorders (DSMS) 7 4 4
Risk Behavior Survey (RBS) 15 4 4
Time Line Follow Back (TLFB) 9 4 4
Beck Depression Inventory (BOI) 3 3 ]
Psychiatric Research Imterview for Substance and Mental Disorders (PRISM) 4 3 ]
SF-36 Health Status Questionnaire (SF36) 4 3 3
Ssmoking History Survey (SHS) 3 3 3
Thoughts Abowt Abstinence (TAA) 4 3 3



Assessments Tab

Aszzessment HIDA-CTH-0044

B35l

4

C355
D5MS
EQ5D
FTHD
MC
PHG

SAS-5R

AR

TLFEB

= Protocols with similar azsessments

Protocol Title Pratocol ool Similar Matehing
Humber
Starting Treatmert with Agonist Replacement Therapies (START) HIDA-CTH-D027 5 4 4
Smoking Cessation Treatmert wwith Transdermal Nicatine Replacement Therapy in
HID&A-CTH-D009 17 3 3
Substance Abuse Rehahiltation Programs
Buprenorphinetaloxone-Facilitated Rehabiltation for Opioid Dependent HIDA-CTH-0010 10 5 5

AdolezcentzMoung Adults
Mativational Incertives for Enhanced Drug Ahuse Recovery: Drug Free Clinics HIDA-CTH-000G = 2 2
Mativational Incertives for Enhanced Drug Abuse Recovery: Methadone Clinics HIDA-CTH-000F 4 2 2




Data Share Files

Click on Protocol Mumber of interest to view study-related documentation or download data files.
(ODPMC data files are under development.)

Study Humber &~ Study Title Imrestigator Release Date

Buprenarphine/Maloxone versus Clonidine
for Inpatient Opiate Detoxification
Buprenarphinei/Maloxone versus Clonidine
for Qutpatient Opiate Detoxification
Suboxone (Buprenorphine/aloxone)
Taper: A Comparison of Two Schedules
MET ta Improve Treatment Engagement
HIDA-CTH-0004 and Outcome in Subjects Seeking Kathleen Carroll, Ph.D. 10/0372007
Treatment for Substance Abuse

Ml (Motivational Intemiewing) to lmprove
Treatment Engagement and Qutcome in

NIDA-CTH-0001 Watlter Ling, M.D. 05ME2006

NIDA-CTN-0002 Walter Ling, M.D. 07262006

NIDA-CTH-0003 Watlter Ling, M.D. 05r28/2008

NIDACTNOD0S o o g Treaiment for Substance Kathleen Carroll, Ph.D. 09/08/2006
Abuse

NDACTNODDG  omvational incentives for Enhanced Dug  po ine stitzer, PhoD. 10/31/2006
Abuse Recovery: Drug Free Clinics

NIDA.CTN.opD7  Motvational Incentives for Enhanced DruQ  po.ono ciitzer, PhuD. 1211 312006

Abuse Recovery: Methadone Clinics

Assessment of the Mational Drug Abuse
HIDA-CTH-0008 Clinical Trials Hetwark: A Baseline far Dennis McCarty, Ph.D. 0152572007
Investigating Diffusion of Innovation
amaking Cessation Treattment with
Transdermal Micotine Replacement
Therapy in Substance Abuse Rehahilitation
Frodrams

NIDA-CTH-0009 Malcolm Reid, Ph.D. 12352007



NIDA-CTN-0006

<< Previous Protocol Hext Protocol ==

Last Modified: Jul 01, 2011 — General Protocol Information

Study Humber: HIDA-CTH-0006 ] CTH-0006 Primary Manuscript &
Investigator: Maxine Stitzer, Ph.D. L] CTH-0006 Study Information
)~ CTH-DO06 Study Protocol i@

Study Title: Motivational Incentives for Enhanced Drug Abuse Recovery:
Drug Free Clinics

Short De=scription: To study treatiment incertives, interventions that can ~ CDISC Data

maotivate clients to sttend treatmert zessions and intiste and sustain i

abstinence, compared to treatment outcomes in Community Trestment A CTH-0006 Data Files

Programs. J~ CTH-0006 Annotated CRF

Release Date: 1053 /2006 L CTH-D0DE6 Study-Specific De-identification
Hotes

Study Description:

To improve treatment outcomes, it is neceszary to use interventions that can
mativate clients to sttend treatment and initiste and sustain abstinence.
Extensive research has consistertly showwn that client mativation for positive
behaviaral change can be influenced by the uze of novel intervertions based
on establizhed behavioral principles. In numerous cortrolled experimental
ztudiez in both outpatient cocaine treatment and methadone maintenance
programs, procedures invalving the provision of tangible incentives to clients
for drug-free urinez resulted in sustained periods of abstinence and retertion in
treatment. The intial study in Community Treatmert Programs will utilize
incertive values considerably lovwer than those typically used in research
clinics.

Keywords: Motivational Incentives (2)

FAzsessment SUMMary

¢ Protocols using similar assessments



NIDA-CTN-0044

La=t hbodified: iy 16, 2014
Study Humber: NIDA-CTR-0044

Investigator: Edward ¥. Hunes, MD

Study Title: Web-delivery of Evidence-Bazed, Psychozocial Treatment far
Substance Use Disorders

Short Description: & randomized study to evaluate the effectiveness of
including an interactive, web-hazed verzion of the Cammunity REeinforcement
Approach (CRA) intervention plus incentives targeting drug abstinence and
treatment participation as part of community-bazed, autpatient substance abuse
trestment.

Releaze Date: 0511452014
Study Description:

Thiz wwasz a randomized, controlled trial in which 507 padicipants in outpatient
trestment for substance use disorders were recruited from ten sites o
paricipate in a study comparing 17 treatment as usual (TAL o 29 a modification
of TAL, which included access to the Therapeutic Education System (TEZ), a
computerized psychozocial intervention which combines skill building modules
bazed on the Community Reinforcement Approach (CRAY with incentives
contingert upon abstinence from drugs and completion of TES modules. The
purpose of this study was to evaluate the relative effectiveness of the
interventions on the primary outcomes of a) drug abstinence during active
trestment and b treatment retention. The study alzo evaluated a number of
zecondary outcame measures.

Keywords: web-based therapy (1), telemedicine (1), computer
assisted therapy (1)

FAs=zessment Summary

F Protocols using similar assessments

<< Previous Protocol Hext Protocol ==

— General Protocol Information

] CTH-0044 Study Information
). CTH-0044 Study Protocol d?

— CRF Level Data

CTH-0044 Data Files
CTH-0044 Data Dictionary
CTH-0044 CRF=

= EE E

CTH-0044 De-identification Hotes




Recode several (AMERICAN INDIAN OF ALASEAN NATIVE', 'ASIAN, MULT ;
'OTHER (SPECIFY)) low count RACEs to “OTHER".

D5: Claan.
SUPPDS: Months and davs were removed from discontnuation reasons.

IE: Clean.

Qs:
*  Some QSOREES and QSSTRESC = MM/DD'YY so made to be MMDD/YY.

#  Some QS0BERES contained unique race categories which kave besn recoded to OTHEE

sC:
*  Dropped NODE.
*  Dropped all EACE baszed SCTESTs that could 1dentfy someone based on a specific race
entry. FACE should be gotten from DM EACE.
SUPPSC:
All records are potentially identifying info. This dataset should not be given as de-idenhfied
data.
SE: Clean.
ST Clean.
SV Clean.

TA, TE, TL T5, and TV are all tnal metadata files and have no identfying informathon

TU: Clean.




Following is a list of all variahles in the dataset that were modified or emptied in order to de-identify the data,
based on the following commands:

FATIDDEID assigns to each patient a unigue value in a variable called PATDEID

EASEDATE names the vaniable that is used as the hase date to calculate days on study. In this study, 7
BASEDATE is date of randomization.

D05 names avariable that is to be converted from a date into days on study.
EMPTY defines awvariable to fill with missing values.

The following documentation presents information on the vanahle bhased on the name within the database. To
getthe corresponding label of the variable, one must look within the data dictionary in Excel that is alsa
provided on the CTHN Data Share web site.

Mote: BFSID on BFS dataset was masked wath a random number.

For all the datasets dates were changed to days of study, site and randomization date (RANDDT) was
emptied.

enra (Screening enrollment): Removed gcongtdt and scoomm (comments)

enrb (Randomization enrollment): Removed RAASMTOT, RADTHRSP (Zpecify) and RAJUDGEP (Specify)
enrz (Screen Failures): Remaoved RAASMTOT, RAOTHRSP (Specify) and RAJUDGEP (Specify)

ad1 (Adverse Event): Removed (Specify),alashsp, alcomm, alhospad, alhospdce

ad? (Serious Adverse Event Summary): Removed aZsumm, aZmedhy, aZ2follup and aZaddinf

ad3 (Serious Adverse Event Medical Reviewer): Removed a3addinf and aJcamm
Dem {Demographics): Removed deothrsp (Specify) and demcomm (Comments)

alh (Alcohol Breathalyze): Removed abZothsp (Specify), abTathsp (Zpecify) and albcomm (Comments)



Ready to Download Data

Choose a data structure (if available)
CDISC (FDA format — long and narrow)
One row per question

Variable name/question described in one or more
columns

All values/answers in one column
Minimizes amount of merging
CRF-based (wide)
Each CRF is a separate data set
Each question/variable is a separate column

May requires merging of a substantial number of
data sets



DEMOGRAPHICS [DEM)

DOMAIN: DM apd $5

NIDA-CTIODND | e L e e Sea e
NODE: | [1[ ] EPOCH  Screening  Baseiire  VISITNUM
CTPSITEID: | O1-C10° STUDL_gEEHE 11 2 3 4 5 6 7 B 9 10 11 12 13

S ARTICIPANT ID DDDDJEUBJID 14 15 16 17 18 19 20 21 22 23 24 25 2§

AssessmentDate: /[ immidd/pw starrin:[_] [ ] ][]

|:| FORM COMPLETION STATUS

1=Form completed a3 required
Z=Farticipan: refussd

d4=mat ergugh ime at the vsit
E=Raricipant did not atband wisit

2=Recponsible parscn did mot complete  E=0ther [specify: |

DEMOGRAPHICS

1. Sex DM SEX
(1=Male, X=famale)

2. Date of Birth

! f

DM BETHDTC

m m d d v v vy

¥

3. ETHNICITY/RACE: For each of the following, please circle ‘0" for ‘WD or 1" for YES' You have the
option of not answering by circling 1" for ‘Farticipant chooses not o answer'. For those categornes with
further specification, please select at least one sub-category.

NO  YES

SCIEST) 0 White
0
0
0

=i = =8 =i

Elack, African American or Negro
American Indian or Alaska Native
Spanish, Hispanic or Latine isnter “17 below for &l that apply)

DM EBACE (If nmltiple, then = "MULTIPLE")

SCTEST

Mexican, Kexicar-American, or Chicans

Puerte Rican OMAM=S0THERS
Cuban ]

Cither (specify) VAR=SCSEQ

QLABET =5PANISH, HISFANIC, OF. LATING: OTHER. TEXT




CDISC SAS File (CTN-0009)

OOMATIHM USUEJID EFOCH WSTESTCOD WSTEST WSORRES| WSORRKRESU WISIT WISITNUM | WSDY
WS 08_000y45| SCREENIMG| DEF OIASTOLI | 76 MMHG SCREENIMNG| -3 -23
WS 08_0o00ry45| BASELINE | DEF OIASTOLI | 56 MMHG BASELINE | -2 -14
WS 05 000745 FRETQDO OEF OIASTOLI |77 MMHG FRE-TOL -1 =1
WS 08 000745 TREATMENWT | DEF OIASTOLI | 71 MMHG TREATMENT | 1 14
WS 08_000y45| TREATMEMWT | DEF OIASTOLI | 79 MMHG TREATMENT | 2 21
WS 08_000y45| TREATMEMWT | DEF OIASTOLI |53 MMHG TREATMENT | 3 27
WS 08_000y45| TREATMEMWT | DEF OIASTOLI | 74 MMHG TREATMENT | 4 g4
WS 08 000745 | TREATMEMWT | DEF OIASTOLI | FA MMHG TREATMENT | & 42
WS 08 000745 TREATHMEMWT | DEF OIASTOLI |79 MMHG TREATMENT | & 449
WS 08_000y45| TREATMEMWT | DEF OIASTOLI | 74 MMHG TREATMENT | ¥ ay
WS 08_000y45| TREATMEMWT | DEF OIASTOLI | 54 MMHG TREATMENT | & 53
WS 09 000745 | FOLLOMN UF| DEF OIASTOLI | 54 MMHG FOLLOW UF| 9 =15
WS 08 _000y45| FOLLOW UF| DEF OIASTOLI |53 MMHG FOLLOW UF| 135 105
WS 08_000y45| SCREEMING| FULSE FULSE | 93 BEATS/MIMN | SCREEMING| -3 -23
WS 08_000y45| BASELINE | FULSE FULSE | 55 BEATS/MIMN | BASELIME | -2 -14
WS 05 000745 FRETQDO FULSE FULSE | &7 BEEATS/MIN | FRE-TOO -1 =
MG 08 _ 000745 TREATMENT | FULSE FULSE | 53 BEATS/MIMN | TREATMENT| 1 14
WS 08_000745| TREATMENT | FULSE FULSE | 90 BEATS/MIM | TREATMENT| 2 21
WS 08_000745| TREATMENT | FULSE FULSE | 52 BEATS/MIM | TREATMENT| 3 27
WS 08_000745| TREATMENT | FULSE FULSE | 72 BEATS/MIM | TREATMENT| 4 =L
WS 08 000745 TREATHMENT | FULSE FULSE | 86 EEATS/MIN | TREATMENT| S 42
WS 08 000745 TREATHMENT | FULSE FULSE | ¥9 BEATS!MIN | TREATMENT| G 449
WS 08_000745| TREATMENT | FULSE FULSE | 95 BEATS/MIM | TREATMENT| ¥ a7
WS 08_000745| TREATMENT | FULSE FULSE | 54 BEATS/MIM | TREATMENT| S 53
WS 08 000745 FOLLOMN UF| FULSE FULSE | 65 EEATS/MIN | FOLLDOW UUF| 9 =15}




MIDA Clinical Trials Network

Segment (PROTSEG):
VB Humber {(VISNG):

1.Was an Alcohol Breathalyze r peormedi AP ERFRM)
It "Mo”,speciy reason: (ABREASON)

If "Oher, specly(AB10 THEP)
2.Date of assessment:{ABASM TDT)
3. Alcohol Breathalyzer result{ ABRESULT)

4.Is a repeat i st required?(ABREPTST)

¥ "Yes", compiete the que shons be law.
a.Was the repeat Alcohol Breathalyzer performed 7ABREPPRF)

If "Mo", specify reason; (ABRREASN)
If "Ofher, specly(AB20 THEP)
b.Repeat test dae jA BREPOT)
¢.Repeat Mcohol Breathalyzer result:(ABREPRES)
Comments: (4 LEC OM M)

Alcohol Breathalyzer (ALB)

Web Verzlon: 1.

wo [ ves
~Carticipant refused to provige sample | Study staf emor

S

(mmady ¥y
{.axx) mgimL
Mo | Yes

Mo | Yes
Participant refused to provide sample | Swudy staf emor

(Mmadyy ¥y
{.axx) mgimL

[ other




CRF-based SAS File (CTN-0052)

FROT| PATID | ¥ISMO| UDTSTPRF | UDCOLOT | UDTTMP ) UDIADULT| UDTITHE | UDMORT | UDTCOC) UDTMOMA ] UDTOEY | UDIMTO | UD1BAR
ons2| 193369 30 1 (100 1 1] 1] 1] oo 1] 1] 1]
00s2|193369 29 1|88 1 0 ] 1] oo 1] 1] 1]
o0s2|193369 28 1|93 1 1] 1] 1] oo 1] 1] 1]
On&2| 193369 2av 191 1 1] 1] 1] oo 1] 1] 1]
0052|193369 26 1|87 1 0 ] 1] oo 1] 1] 1]
ons2| 193369 25 1|85 1 1] 1] 1] oo 1] 1] 1]
0052|193369 24 1|80 1 0 ] 1] oo 1] 1] 1]
o0s2|193369 23 1|77 1 1] 1] 1] oo 1] 1] 1]
On&2| 193369 22 1|72 1 1] 1] 1] oo 1] 1] 1]
0052|193369 21 1|70 1 0 ] 1] oo 1] 1] 1]
ons2| 193369 20 1|67 1 1] 1] 1] oo 1] 1] 1]
0052|193369 19 1|65 1 0 ] 1] oo 1] 1] 1]
o0s2|193369 18 1|60 1 1] 1] 1] oo 1] 1] 1]
On&2| 193369 17 1|56 1 1] 1] 1] oo 1] 1] 1]
0052|193369 16 151 1 0 ] 1] oo 1] 1] 1]
ons2| 193369 15 1|48 1 1] 1] 1] oo 1] 1] 1]
0052|193369 14 1|44 1 0 ] 1] oo 1] 1] 1]
o0s2|193369 13 1|42 1 1] 1] 1] oo 1] 1] 1]
On&2| 193369 12 1|37 1 1] 1] 1] oo 1] 1] 1]




Ready to Download Data
(cont’d)

Choose format of data files (if available)

ASCII

Text only
Can be read into Excel, SPSS, SAS, Stata etc.

SAS
Actually SAS transport files (.xpt)

Code for reading into SAS:
libname xptlib xport ‘Location\dm.xpt’;
libname saslib ‘Location’;
proc copy inlib=xptlib outlib=saslib;
run;



’/l User Agreement Highlights\,,\g\e

Not to use the received data, either alone or in conjunction with
any other information, in any effort whatsoever to establish
identities of any of the subjects from whom the data were
obtained

Acknowledge the CTN database and the specific trials accessed
in all presentations/publications: “The information reported here
results from secondary analyses of data from clinical trials
conducted as part of the National Drug Abuse Treatment
Clinical Trials Network (CTN) sponsored by National Institute on
Drug Abuse (NIDA). Specifically, data from CTN-XXXX (actual
protocol number and title) were included. CTN databases and
Information are available at http://datashare.nida.nih.gov ”

Inform the CCTN Data Manager when research paper(s) that
Include the use of CTN data, is (are) accepted for publication.



Download Data

After providing your information and agreeing
to terms of use click on “Download Data”

Unzip files



— RECOMMENDATIONS



Recommendations

Pay special attention to CDISC data

“Epoch” and “Visit Name” usually must be
combined or use study day

“Domain” is defined on CRFs
Raw data
Outliers
Note how missing data is coded
Be very careful when merging data sets

Be mindful of statistical issues with secondary
analyses and their interpretation



Upcoming Presentation of
Datashare Analyses

Eating Disorders
Monday 7-9pm Ballroom C

Presents analysis of body weight longitudinally from
four studies downloaded from Datashare



Weight (1bs)

300 -

250 -

200 -

150 —

100 —

50 100 150 200 O 50 100 150 200




THANK YOU

&
GOOD LUCK!!!
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