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) Learning Objectives

e Review the structure of the NIDA Data Share
website.

* Understand the information provided, how to
navigate through the website, and obtain all
the relevant information

 Demonstrate the technical procedures for
using SAS or ASCII data sets for conducting
secondary analyses.



Polling Question

Have you been to the
Data Share website?
dYes
JNo
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Introduction to Data Share

)

What is Data Share?

* Repository of publically available studies
funded by NIDA

* CTN trials: ~34, plus 2 follow up studies
e Non-CTN trials: ~ 15 studies from the

Division of Therapeutics and Medical
Consequences (DTMC)
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Over 80 countries have downloaded data from Data Share
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Goals of Data Share

* Optimize research productivity and use of
resources

* Promote new research and secondary
analyses

* Facilitate career development

‘;;5
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) Funding Opportunity for Data Share

Accelerating the Pace of Drug Abuse Research
Using Existing Data (R01)

 “Of particular interest are analyses of data
that have been harmonized and merged
across multiple different datasets, such as
those with PhenX measures... as well as data
from NIDA Data Share for clinical trials...”

* Deadline October 5, 2016 ®
http://grants.nih.gov/grants/guide/pa-files/PAR-16-234.html



http://grants.nih.gov/grants/guide/pa-files/PAR-16-234.html
http://grants.nih.gov/grants/guide/pa-files/PAR-16-234.html
http://grants.nih.gov/grants/guide/pa-files/PAR-16-234.html
http://grants.nih.gov/grants/guide/pa-files/PAR-16-234.html
http://grants.nih.gov/grants/guide/pa-files/PAR-16-234.html
http://grants.nih.gov/grants/guide/pa-files/PAR-16-234.html
http://grants.nih.gov/grants/guide/pa-files/PAR-16-234.html
http://grants.nih.gov/grants/guide/pa-files/PAR-16-234.html
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Goals of Data Share

)

For example, it can be used for:

. s . U |
Grant applications: :J,. / |

— Preliminary data - |
— Power/sample size calculations / Share J
* Secondary analyses: '
— Subgroup analyses ? I A
— Mediation and moderation !
* Secondary outcomes:

— Harm reduction
— Quality of Life
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Data Share Policies

* Trial data posted 18 months after database
lock or after primary manuscript published,
whichever comes first

e All CTN studies are posted to Data Share
* Only de-identified data is included
* Only raw data are provided
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) Data Share Policies

* Truly open access:
— No proposal necessary
— Must agree to terms and conditions of use

* When publishing or presenting,

must recognize the data source
(NIDA Data Share)
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) Overview of Posted Studies

* Most studies are:
— Multi-site randomized controlled trials
— Primary outcome usually substance-use related
— Duration: intervention and follow-up are short (3-6 months)
— Sample size: usually 100-500

* Types of interventions:

— Behavioral (e.g., CTN-0037- Stimulant Reduction Intervention
using Dosed Exercise (STRIDE))

— Medication (e.g., CTN-0001- Buprenorphine/Naloxone versus
Clonidine for Inpatient Opiate Detoxification)

— Both behavioral and medication (e.g., CTN-0030-
Buprenorphine/Naloxone Treatment Plus Individual Drug
Counseling for Opioid Analgesic Dependence)
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Assessments

 Demographics
e Substance Use
 Mental Health
* |Impulsivity and General Trait and Behavior Scales
* Interpersonal Relationships/Culture

* Physical/General Health |
* Health Cognitions and QOL
* Clinical Measures

* Sexual Behavior/HIV

* Clinic Related Surveys

12
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Available Information

e Study documentation:
— Brief study description
— Protocol

— Link to primary manuscript (available from CTN
Dissemination Library)

* Data documentation:
— Annotated CRFs
— Data dictionary
— De-identification notes
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) Some examples
-

e Secondary analysis of individual studies

* Analysis of merged data from several CTN
studies

14
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Examples

4

Joumal of Substance Abuse Treatment 70 (2016) 73-80

Contents lists available at ScienceDirect

Journal of Substance Abuse Treatment

Mortality Rates Among Substance Use Disorder Participants in Clinical @ S
Trials: Pooled Analysis of Twenty-Two Clinical Trials Within the National
Drug Abuse Treatment Clinical Trials Network> " ¥

Robert Lindblad, M.D. 2, Lian Hu, Ph.D., M.P.H. ¢, Neal Oden, Ph.D. 2, Paul Wakim, Ph.D. ?,
Carmen Rosa, M.S. €, Paul VanVeldhuisen, Ph.D. ?
* The Emmes Corporation, Rockville, MD, United States

b Clinical Center, National Institutes of Health, Bethesda, MD, United States
© Center for the Clinical Trials Network, National Institute on Drug Abuse, National Institutes of Health, Bethesda, MD, United States

ARTICLE INFO ABSTRACT

Article history: Background: Most substance use disorders (SUD) treatment clinical trials are too short and small to reliably esti-
RHEWed23 Dei_:ember 2015 mate the incidence of rare events like death.

Received in revised form 28 July 2016 Objective: The aim of this study is to estimate the overall mortality rates among a SUD treatment-seeking popu-

Accepted 8 August 2016

- ! lation by pooling participants from multiple clinical trials conducted through the Mational Institute on Drug
Available online oo

Abuse (NIDA)-sponsored National Drug Abuse Treatment Clinical Trials Network (CTN).
Farticipants: Drug and or alcohol users (N = 9866) who sought treatment and participated in one of the twenty-

Keywords: .

Su{:tance use disorder two CTN trials. . L . . . .

Clinical trial Measurements: Data were collected through randomized clinical trials in national community treatment
Standardized mortality rate programs for SUD. Pooled analysis was performed to assess age- and gender-standardized mortality
Standardized mortality ratio rate(s) (SM rate(s)), and mortality ratio(s) (SM ratio(s)) of CTN trial participants compared to the U.S.
Pooled analysis general population.

Results: The age- and gender-SM rate among CTN trials participants was 1403 (95% Cl: 862-2074) per

15
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NIH Public Access

Author Manuscript

Published in final edited form as:
Suhst Uise Misuse. 20011 ;460 14): 17161725, don: 103109/ 10826084 201 1.61 1960,

Depressive Symptoms, Substance Use and HIV-Related High
Risk Behaviors among Opioid-Dependent Individuals: Results
from the Clinical Trials Network

Daniel Pilowsky, M.D., M.P.H.,
Epidemioclogy at Columbia University, 722 West 168th St., NY, NY 10032; Phone 212-3046554

Li-Tzy Wu, Sc.D.,
Department of Psychiatry and Behavioral Sciences, School of Medicine, Duke University Medical
Center, Durham, NC 27710, USA

Bruce Burchett, Ph.D.,
Department of Psychiatry and Behavioral Sciences, School of Medicine, Duke University Medical
Center, Durham, NC 27710, USA

Dan G. Blazer, M.D., Ph.D., and
Department of Psychiatry and Behavioral Sciences, School of Medicine, Duke University Medical
Center, Durham, NC 27710, USA

Walter Ling, M.D.
Department of Psychiatry and Behavioral Sciences. MPl/Integrated Substance Abuse Programs,
David Geffen School of Medicine, University of California, Los Angeles, CA 90025, USA

Daniel Pilowsky: dpi4@columbia.edu

Abstract

The sample included 343 opioid-dependent adults enrolled 1in two national multisite studies of the
Mational Drug Abuse Treatment Chinical Trials Network (CTNOO 1-002). Opiond-dependent
individuals were recruited from 12 sites across the United States from January 2001 to July 2002,
We examined associations between depressive symptoms, co-occurring substance use (e, the use
of substances other than opioids), and HIV-related sexual and mjection nsk behaviors. Data were
collected using the Addiction Severity Index (ASI) and the HI'V Risk Behavior Scale, and
analyzed using linear regression. Depressive symptoms were associated with an increased level of
mjection risk behaviors, but were not associated with risky sexual behaviors. The co-occurring use
of amphetamines also increased the likelihood of nsky sexual behaviors, The study hmitations and
clinical imphcations are noted. The study was funded by the TS, National Institute on Drug
Abuse.

16
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Substance Abuse and Rehabilitation Dove

3

ORIGINAL RESEARCH

Gender and racial/ethnic differences in addiction

severity, HIV risk, and quality of life among adults

in opioid detoxification: results from the National
Drug Abuse Treatment Clinical Trials Network

Li-Tzy Wu'?
Walter Ling®
Bruce Burchett'
Dan G Blazer'?
Jack Shostalk®
George E Woody*

'Department of Psychiatry and
Behavioral Sciences, School of
Medicine, *Duke Clinical Research
Institute, Duke University Medical
Center, Durham, NC, USA; *David
Geffen School of Medicine, MPI/

This article was published in the following Dove Press journak
Substance Abuse and Rehabilization

| December 2010

Murnber of times this article has been viewed

Purpose: Detoxification often serves as an initial contact for treatment and represents an
opportunity for engaging patients in aftercare to prevent relapse. However, there is limited
information concerning clinical profiles of individuals seeking detoxification, and the oppor-
tunity to engage patients in detoxification for aftercare often is missed. This study examined
clinical profiles of a geographically diverse sample of opioid-dependent adults in detoxification
to discern the treaiment needs of a growing number of women and whites with opioid addiction
and to inform interventions aimed at improving use of aftercare or rehabilitation.

Methods: The sample included 343 opioid-dependent patients enrolled in two national multi-
site studies of the National Drug Abuse Treatment Clinical Trials Network (CTMNOO1-002).
Patients were recruited from 12 addiction treatment programs across the nation. Gender and
racialfethnic differences in addiction severity, human immunodeficiency virus (HIV) risk, and

Integrated Substance Abuse Programs,  quality of life were examined.
Universicy of California, Los Angeles.  gogyiee; Women and whites were more likely than men and African Americans to have greater

CA, USA; *Department of Psychiaory, L. . . . . =
School of Medicine, University of psychiatric and family/social relationship problems and report poorer health-related quality of

Pennsylvania and Treatment Research life and functioning. Whites and Hispanics exhibited higher levels of total HIV risk scores and
Institute, Philadelphia, PA, USA

risky injection drug use scores than African Americans, and Hispanics showed a higher level
of unprotected sexual behaviors than whites. African Americans were more likely than whites
to use heroin and cocaine and to have more severe alcohol and employment problems.

Conclusions: Women and whites show more psychopathology than men and African Ameri-
cans. These results highlight the need to monitor an increased trend of opioid addiction among
women and whites and to develop effective combined psychosocial and pharmacologic treat-
menis to meet the diverse needs of the expanding opioid-abusing population. Elevated levels

17
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Website Home Page

€« C f A hitps//datashare.nidanih.gov 2l @

m) National Institute on Drug Abuse
Data Share Website

Ahout Us Assessments Guidelines § Other Links Contact Us

Home

Purpose

The NIDA Data Share web site is an electronic environment that allows data from completed clinical trials to be distributed to investigators and the public in order to promaote news research,
encourage further analyses, and disseminate information to the community. Secondary analyses produced from data sharing multiply the scientific contribution of the original research. MNIH
expects and suppaorts the timely release and sharing of final research data from MNiH-supported studies for use by other researchers to expedite the translation of research results into
knowledge, products and procedures ta improve human health.

(=zee hitp:Wgrants1 nih.gowigrants/guidednotice-files/NOT-00-03-032 html).

This website was created in order to make the NIDA Clinical Trial data available to as wide an audience as possible. As studies are completed and their data hecome available, this web site
will be linked to those data. The following information will be posted per protocaol:

1. Study protocal

2. Reference to study publication of primary outcome
3. Data sets (SAS and ASCI)

4. Annotated case repart farms

3. Define file (alzo known as Data Dictionary)

6. Study-specific de-identification notes

Protection of Human Subjects

Qur primary concern in sharing data is the protection of human subjects. The rights and privacy of people who participate in NIH-sponsored research must be protected at all times. Thus, data
on this site have been completely de-identified to prevent linkages to individual research participants. This includes remaoval of all Personal Health Information (FHI) and indirect identifiers that
are not listed as PHI but could lead to "deductive disclosure” such as comment fields and site numbers. Study specific de-identification methods are documented with each protocaol.

Data Formats

Data are available in either a Clinical Data Interchange Standards Consortium (CDISC) format or a Case Report Form (CRF) format. For some studies, both formats are available. For the

18
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Guidelines Tab

m) National Institute on Drug Abuse
Data Share Website

About Us Assessments Guidelines Other Links

Guidelines

» Registration Agreement

Contact Us

7

19
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m National Institute on Drug Abuse
Data Share Website

About Us Assessments Guidelines Cther Links Contact Us

Registration Agreement

Thank you for visiting the MIDA Data Share web site and reviewing our data sharing palicy. Before downloading any data, you must first agree ta the following terms and conditions (study
documents can be viewed without registering). You will be prompted to complete the registration agreement once you attempt to access the data files.

The recipient of the data agrees:

. Mot to use the received data, either alone or in conjunction with ary other infarmation, in any effart whatsoewver to establish identities of any of the subjects from whaom the data were
ohtained.

To retain contral over the received data, and not to transfer any partion of the received data, with or without charge, to any ather entity ar individual

To notify the Recipient's Institutional Review Board (IRE) operating under an Assurance approved by the Office of Human Research Protections (OHRP) as reguired by the Recipient's
affiliated university, and in accardance with Department of Health and Human Services regulations at 45 CRF Part 46 of any new research projects based an the NIDA data. This
reguirement is university-specific and is not necessary for data uses such as teaching resources

. To acknowidedge the MIDA database and the specific trials accessed in all aral and wiritten presentations and publications resulting from analyses of the received data MIDA data should he
cited as follows: "The information reported here results from secondary analyses of data from clinical trials conducted by the Mational Institute on Orug Abuse (MIDA). Specifically, data fram
MDA — H0H-000 (actual protocal number and title) were included. NIDA databases and information are available at (https: idatashare nida. nih.gow).”

. To maintain security and privacy of the received data for as long as necessary per local and federal requirements

That the MIDA or its affiliates may contact you concerning publications or ather issues regarding use of the data.

[ R |

I

o)

Role of the Sponsor: The Mational Institute an Drug Abuse (MIDA) has no role in the preparation, review, or approval of the manuscript.
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Data Share Policy
)

National Institute on Drug Abuse

Data Share Website

Harne About Us Diata Assessments Guidelines Other Links FaAQ Contact Us

Data Share Policy

The MIH expects and supports the timely release and sharing of final research data from MIH-supported studies for use by other researchers to expedite the translation of research results into
knowledge, products and procedures to improve human health.

Data sets for CTM protocols will be available after (1) the primary paper has heen accepted for publication, or (2) the data is locked for more than 18 months, whichever comes first.

In arder to make the CTN data available to as wide an audience as possible, a Data Sharing link has heen created on the CTN Homepage (link to be added). As studies are completed and
their data become available, this site will be linked to that data.

The following will be posted per protocol:

1. Data set (SAS)

2. Data set (ASCIl)

3. Annotated Case Report Farms, Define file (aka data dictionary)

4. Study protocol. The Investigatars can provide an abbreviated protocol for sharing purposes, attached with the final study repart
5. Reference to study publication of primary outcome

(DTMC data share policy is under development.)

uire the fri
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Other Links Tab

m National Institute on Drug Abuse
Data Share Website

Ahout Us Aszsessments Guidelines Cither Links Contact Us

Harme » Other Links

Other Links

» Clinical Trials Metwork (CTHN)
o MNational Institute on Drug Abuse (MDA
s [Division of Therapeutics and Medical Consequences (DTMC)

» MIH Fublic Data Sharing Policy
o Clinical Trials.gov
SOTM Standards and Implementation Guide &

22



WEB SEMINAR SERIES 2016 : /’ c

FAQ Tab

National Institute on Drug Abuse
NIH e

Data Share Website

About Us Assessments Guidelines | Other Links Contact Us

Frequently Asked Questions

1. Do | need IRB approval to download data?

o The Recipient's Institutional Review Board (IREB) should be notified of any new research projects based on the MNIDA data. This requirement is university-specific and is not necessary for
data uses such as teaching resources. These data are good learning toals for new researchers and for those unfamiliar with clinical trials or SOTW data structures.

2 How do | download data?

o Click on the "Data" tab at the top of the web page.

o Click on the the desired protocal number from the first table calumn.

o The protocol description along with a box an the right will appear, that box will contain the primary manuscript, CRFs, data dictionary and the data files.

o Click on "Data Files" from the hox, this will take you to the data share agreement. Complete the boxes at the haottorn of the page including your name, position, affiliation, e-mail, and
country of arigin. Select the preferred data file format (SAS, ASCI, or both). Click "submit” to proceed with download.

o The data files will display at the top of the page in the format you reguested. You may then save the Windip files to your computer.

3. Can | open the CSY data files using Excel?

o The C5V data files are just comma delimited ASCI files that are in a farmat that wvou can open using any EXCEL version most of the time. However, far extremely large files (=55,538
records) vou will need to use another method to view all data simultaneously such as the following:

a. Cpen all records at once in WordPad, MotePad, or EXCEL 2007
b. Impart into an analysis software package such as SAS ar SPSS
c. Open all records using a text file editar such as WordPad or NaotePad and divide dataset into smaller files

4. Can | openfimport SAS XPT files using SPS57?
o SAS transpoart files can easily be imported into P33 as follows:

a. Open SP35 and select File-> Open -= Data
h. Choose option "SAS Transport (7 xpt)"

c. Select desired datashare ¥PT file to open in SPSS5 23
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LIVE DEMONSTRATION
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Data Share Website

About Us Assessments Guidelines Other Links Contact Us

Home » Assessments

Assessments

tain By Category

Here vou will find a collection of assessments used on NIDA studies found on the Data Share website. Records for individual assessments contain a brief description of the assessment, which
category the assessment is classified in, related assessments, it any, links to other protocols using the assessment, and possibly a link to maore infarmation about the assessment. All of the links to

Full Assessments List

Abuse Experiences Questionnaire

Addiction Recovery Scale

Adldict] nventory

Addiction Severity Index Lite

Adiective Rating Scale for Withdrawal

Adult ADHD Investigator Symptom Fating Scale
Adult ADHD Self Report Rating Scale

Adult Clinician Diagnostic Scale

Alcohol Use Disorders dentification Test

Attitudes Toward Condom Use

Attitudes Towards the Female Condom

B

Barratt Impulsiveness Scale
T —"




Assessments- Main

m National Institute on Drug Abuse

Data Share Website

About Us Assessments Guidelines Other Links Contact Us

» Assessments » Addiction Severity Index Lite

Addiction Severity Index Lite

Submitted by administrator on Thu, 02/25/2016 - 10:38

Abbreviation

AS|

Catalog Link

Addiction Severity Index Lite Information

Description

The Addiction Severity Index - Lite version (ASl-Lite) is a shortened version of the Addiction Severity Index (AS1). The ASl s a semi-structured instrument used in face-to-face interviews
conducted by clinicians, researchers or trained technicians. The AS| covers the following areas: medical, employment/suppart, drug and alcohol use, legal, family'social, and psychiatric. The
AS| obtains lifetime information about problem behaviors, as well as problems within the previous 30 days. The ASl-Lite contains 22 fewer questions than the ASI and omits items relating to
severity ratings, and a family history grid. It can be administered in approximately 30 minutes

Category

Substance Use

Subcategory

Drugs

Studies Using This Assessment

26
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A -

National Institute on Drug Abuse
Data Share Website

About Us Azsessments Guidelines Other Links Contact Us

Home » Assessments

Assessments
tlain By Category

Category ~ Subcategory
= Ay - b - Ay - A Apply

Mental Health
Substance Lse

Clinic Related Surveys

Demographics {ind employment)

Health Cognitions & QOL

Impulsivity and General Trait & Behavior Scales
Interpersonal Relationships/Culture

Physical fCeneral Health

Clinical Measures

sexual Behavior fHIW

Adult ADHD Investigator Symptom Rating Scale
Adult ADHD Self Report Rating Scale
Adult Clinician Diagnostic Scale

Alcohol Use Disorders |dentification Test

Attitudes Toward Condorm Use

Aftitudes Towards the Female Condom

B

Barratt Impulsiveness Scale

Barriers to Treatment Inventory

Beck Anxiety Inventory

27

Beck Depression Inventory
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National Institute on Drug Abuse
Data Share Website

About Us Agsessments Guidelines Other Links Contact Us

Home » Assessments

Assessments
Main By Category

Category Subcategory }
Mental Health v ANy - | apply Reset

Depression
A ADHD
Adult ADHD Self Report Rating Scale PTSD
Eating Disorders
Adult Clinician Diagnostic Scale Dementia
Suicidal Intent
. Antisodal Personality

Ceneral /Multiple Disorders
Anxiety

Beck Depression Inventory Diagnostic

Brief Symptom Inventary Tobacco

Brief Psychiatric Rating Scale Alcohol
Drugs

©

Center for Epidemiologic Studies-Depression Short Depression Scale

Children's Global Assessment Score

Clinical Global Impression Scales

Clinician Administered PTSD Life Events Checklist
Clinician-Administered PTSD Scale for DSk
Composite International Diagnostic Interview for DSh-IY

Concise Associated Symptoms Tracking
Caoncise Health Risk Tracking Scale

b 28
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National Institute on Drug Abuse
NIH ) e

Data Share Website

About Us Assessments Guidelines Other Links Contact Us

Beck Depression |nventory

Submitted by administrator on Thu, 020252016 - 10:38

Abbreviation

BOI

Description

The Beck Depression Inventory was developed to measure the behavioral manifestations of depression in adolescents and adults. It was designed to standardize the assessment of
depression severity in arder to monitor change over time or to simply describe the illness. The BDI is a 21-itemn test presented in multiple choice farmat which is used to measure presence
and degree of depression in adolescents and adults. Each of the 21-items of the BDI attempts to assess a specific symptom or attitude associated with depression, that association being
consistent with descriptions of the depression contained in the psychiatric literature. The test takes 5-10 minutes to complete. Reading age of about 10 is required for a patient who is self-
administering the test. In 1878, the scale was revised (BDA) to eliminate duplicate severity descriptors and to reword certain items. In addition, the time frame for assessment was
lengthened to the "last week, including today." In 1996, a new version of the BOI (BO-I) with a modification of items to reflect DSM-IV criteria and to simplify waording was published. The time
frame was extended to include the "last 2 weeks " The BDOKl is a 21 item measure (Beck et al., 1896) self-repart measure. Although psychometric data presented in the manual for the new
BD-I look promising, the time frame extension to 2 weeks makes this instrument less useful for assessing patterns of change over time. There is evidence that the BD-I performs well in
treatrent-seeking substance abusers.

Category

Mental Health

Subcategory

Depressian

Studies Using This Assessment

MIDA-CTN-0009

MIDA-CTN-0029

NIDA-CTN-0045

29
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) A Research Example

* Aresearcherinterested in the comorbidity,
between drug addiction and depression...
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) Questions

Any gquestions so far before we
move on to the next section ...
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TIPS AND TRICKS
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) Documentation

Read each protocol to understand:
— Eligibility criteria
— Visit timing/windows
— Procedures for data collection
* Review annotated CRFs to:
— Determine data elements
— Evaluate codelists (commonality/harmonization)
— ldentify corresponding data files
* Read de-identification notes/nulled values docs
— What information has been deleted*
— What fields have been removed

* Contact study Pl for access to raw data

33
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) Data Structure

* CRF Level — wide data files
— One dataset per case report form
— Each question/variable is a separate column
— Requires substantial merging of different datasets

* CDISC - long and narrow data files
— One row per question on CRF

— Variable name/question described in one or more
columns

— All values/answers in one column
— Minimizes amount of merging

— Data from one case report form can be mapped to
more than one dataset
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CRF-level data (CTN-0052)
FROT| FATID | WISWO) UDTSTRRF | UDCOLOT | UDITMF| UDTADULT| UDTTHC) UDTOFI | UDTCOC | UDTMDOMa| UDTORY | UDIMTOD | UD1EBAR
00521933569 =0 11100 1 n n n ojn n n 0
o052 1933649 29 1 (398 1 1] 1] 1] oo 1] 1] a
00521933569 25 1183 1 n n n ojn n n 0
o052 1933649 27 1 (9 1 N N N oo N N a
o052 1933649 26 1|(8&v 1 1] 1] 1] oo 1] 1] a
00521933569 25 1|85 1 n n n ojn n n 0
o052 1935649 24 1 (&0 1 1] 1] 1] oo 1] 1] a
00521933569 24 1|77 1 n n n ojn n n 0
o052 1933649 22 1(72 1 1] 1] 1] oo 1] 1] a
00521933569 21 1|70 1 n n n ojn n n 0
o052 1933649 20 1|67 1 N N N oo N N a
o052 1933649 19 1 |BE& 1 1] 1] 1] oo 1] 1] a
00521933569 15 1|60 1 n n n ojn n n 0
o052 1935649 17 1|56 1 1] 1] 1] oo 1] 1] a
00521933569 16 11581 1 n n n ojn n n 0
o052 1933649 145 1(48 1 1] 1] 1] oo 1] 1] a
00521933569 14 144 1 n n n ojn n n 0
o052 1933649 13 1 (42 1 N N N oo N N a
o052 1933649 12 1 (37 1 1] 1] 1] oo 1] 1] a

w
Ul
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OOMATIR UsUBEJd ID EFOCH WSTESTCDO WSTEST WSORRES| WSORRESU WISIT WISITHUM | WSO
w3 09_000y45| SCREEMIMG| DBF DIASTOLI | 76 MMHG SCREERNING| -5 -23
W5 09_no0ovr4s5| BASELIMNE | DEF ODIASTOLI | S6 MMHG EASELINE -2 -14
Wi 09_0o0o74s| FRETOQOD OEF ODIASTOLI | 7F MMHG FRE-TDOQ -1 &
Wi 09_ 0007435 | TREATMENT | DEF ODIASTOLI | 71 MMHG TREATHMENT | 1 14
Wi 09 _ 000745 | TREATMENMT | DEF ODIASTOLI | 79 MMHG TREATHMENT | 2 21
W3 09 _ 000745 | TREATMENT | DBF DIASTOLI | 53 MMHGE TREATHMENT | 35 27
W3 09 _ 000745 | TREATMENT | DBF DIASTOLI | 74 MMHGE TREATHMENT | 4 IS4
W3 09 _000y45| TREATMEMT | DBF DIASTOLI | 71 MMHG TREATHMENT | S 42
W3 09 _000y45| TREATMEMT | DBF DIASTOLI | 79 MMHG TREATHMENT | & 49
W3 09 _000y45| TREATMEMT | DBF DIASTOLI | 74 MMHG TREATHMENT | 7 a7
W3 09 _000y45| TREATMEMT | DBF DIASTOLI | 54 MMHG TREATHMENT | & 53
W3 09_oo0oy45| FOLLON UFP| DEF DIASTOLI | 54 MMHGE FOLLOW LF| 9 59
w3 09_oo0oy45| FOLLON UF| DBF DIASTOLI | S35 MMHG FOLLOW F| 15 105
w3 09_000y45| SCREEMIMG| FULSE FULSE | 93 BEATS/MIM | SCREENING| -5 -23
Wi 09_00o074s| BASELIME | FULSE FULSE | &5 BEATS/MIN | BASELINE -2 -14
Wi 09_0o0o74s| FRETOQOD FULSE FULSE | &7 BEATS/MIN | FRE-TDOG -1 &
Wi 09_000745 | TREATMENT | FULSE FULSE | 535 BEATS/MIN | TREATMENT | 1 14
WS 09 000745 | TREATMEMT | FULSE FULSE | 90 BEATS/MIN | TREATMENT | 2 21
W3 09_ 000745 | TREATMENT | FULSE FULSE | 52 BEATS/MIN | TREATMENT | 3 27
W3 09_ 000745 | TREATMENT | FULSE FULSE | 72 BEATS/MIN | TREATMENT | 4 IS4
W3 09_ 000745 | TREATMEMT | FULSE FULSE | 56 BEATS/MIN | TREATMENT | 5 42
W3 09_ 000745 | TREATMEMT | FULSE FULSE | ¥9 BEATS/MIN | TREATMENT | G 49
W3 09_ 000745 | TREATMEMT | FULSE FULSE | 95 BEATS/MIM | TREATMENT| ¥ a7
W3 09 000745 | TREATMEMT | FULSE FULSE | 54 BEATS/MIM | TREATMENT | S 53
W3 09_000y45| FOLLONW UF| FULSE FULSE | 65 BEATS/MIM |FOLLOW UF| 3 59
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) Data Formats

* ASCII

— Text files
— CSV — comma separated values
— Can be read into SAS, SPSS, Excel, Stata, etc.

* SAS

— Usually SAS transport file (.xpt)
* Can be read into SPSS, SAS, DBMS Copy, and other programs
* Some studies have formats catalogue

— Sometimes standard SAS file (.sas7bdat)
e Can be read into SPSS and SAS
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D Notes on De-identification

9,

aa

e Participant IDs are not those of the actual study
e Site is dropped
All free text fields removed

* Dates converted to study day or days since
informed consent

If you find any of the above information — please
inform DSC, IGNORE and DELETE it

38
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HelpLul
Tips

Pay special attention to CDISC data

— “Epoch” and “Visit Name” usually have to be combined or
use study day

— “Domain” is defined on each CRF
These are raw data

— Data cleaning not perfect — check for inconsistencies and
outliers

— Note how missing data is coded — varies from study to
study and form to form

Be very careful when merging datasets

When publishing/presenting, make sure to reference
primary manuscript

39
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CTN-0009: Spaghetti Plot of Weight over Time by Level of Nicotine Abstinence
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Abstinent at Some Point

Never Abstinent

300 —

250 —

200 -

150 —

100 —
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Statistical Considerations

Secondary analyses have several pitfalls:

* Type | error (false positives)
 Underpowered

* Must be interpreted with caution
— Cannot imply causality

— Analyses are exploratory in nature and hypothesis-generating
* Analyses from Data Share will likely be post hoc — must

acknowledge

WARNING

CHALLENGES

AHEAD

Despite these pitfalls, secondary analyses are powerful tools
and, as long as they are reported in a transparent manner,
will contribute significantly to the literature
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) CTN Web Seminar: Secondary Analyses

S
Secondary Analyses Clinical Trials

* Presenters: George Bigelow, Abigail G. Matthews,
Daniel Feaster

* Learning objectives:

— Review statistical issues with analyzing and reporting
secondary analyses

— Explore importance of pre-specification

— Discuss reporting and interpreting secondary analyses,
including PC perspective

http://ctndisseminationlibrary.org/display/1039.htm



http://ctndisseminationlibrary.org/display/1039.htm
http://ctndisseminationlibrary.org/display/1039.htm
http://ctndisseminationlibrary.org/display/1039.htm
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CDISC Resources

)

e Official website:
http://www.cdisc.org/

e Standards:
https://www.cdisc.org/standards/foundational/sdtm

* SAS import:

http://support.sas.com/documentation/cdl/en/cdisc/
60755/HTML/default/viewer.htm#titlepage.htm

43
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Questions / Comments

Alternatively, questions can be directed to the presenter(s)

by sending an email to CTNtraining@emmes.com. -


https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwirrp_Bt6DLAhUG4CYKHc36BdYQjRwIBw&url=https://muhc.ca/article/your-hospitals-your-questions&psig=AFQjCNFGyHHcYwSJI9ZvZKXzVebpQ-f0uw&ust=1456953992565831
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A recording of this presentation will be available electronically.

National Drug Abuse Treatment

Clinical Trials Network - Dissemination Library

Main + What's Mews + Search + Implementation *+ Training * Resources & Policies + About » Site Map

The CTN DISSEMINATION LIBRARY is a digital repository of resources created by and about NIDA's
National Drug Abuse Treatment Clinical Trials Network (CTN). It provides CTN members and the public with
a single point of access to research findings and other materials that are approved for dissemination

Browse the Library

throughout the CTM and to the larger community of providers, researchers and policy-makers.

About the CTN

Journal Articles

Primary Qutcomes Articles
Blending Initiative/Products
Presentations

Manuals / Reports

Workshops, Webinars, & Videos
View All Items (Newast First)

CTN Bulletin

7

bbb b e b

Search the Library

New

+ Protocols (Studies) in the CTN

+ CTMN Modes & Community
Treatment Programs (CTPs)

+ CTN International Activities new

+ MNIDA's CTN web site

+ ATTC's Blending Product site

+ MIDA Data Share

+ CTN Directory (2014)

in the Library

-

-

Tip: for authors, search last name first.

+ Advanced Search
+ Meed help? Ask a Librarian!

Conferences & Trainings

+ Mational/International Conferences

Provider CEU Opportunities

CEUs

Meuroscience of Impulsivity &
Addictive Disorders Webinar

+ Helping Clinicians Become
Proficient in Motivational
Interviewing

Earn More CEU: See Training.

Lessons Learned for Follow-up Phone
Booster Counseling Calls with
Substance Abusing Emergency

Department Patients by Donovan, Hatch-
Maillette, Phares, et al, J Subst Abuse Treat 2014 (in
press).

Client and Provider Views on Access to
Care for Substance-Using American
Indians: Perspectives from a Morthern

Plains Urban Clinic by Kropp, Lilleskov,
Richards, et al. Am Indian Alsk Native Ment Health
Res 2014;21(2):43-65.

Blending Initiative Motivational
Interviewing CME/CE & Patient

Simulation vew?

Tha newest NIDA/SAMHSA-ATTC Blending Team
Product has just been released. It combines a CME
course and interactive online Patient Simulation to
provide practical guidance for physicians, nurses,
and other practitioners in effective MI technigues.
Check it out?

. "What's New?" Library Blog
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