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I WAMACS Outcomes Repository

Collection of prospective clinical trials and natural history studies that
are utilizing common core set measures, demographic/clinical
features and outcomes

Purpose: To prospectively validate and improve definitions of
Improvement and clinical trial design consensus proposals,
especially for therapeutic trials, develop predictors of treatment
responses

Allows for pooled analyses with sufficient power

Contributing investigators qualified for manuscripts using their data

Restricted access to an Oracle internet database to enter core set
measures, demographic, clinical features, and outcomes

Password protection for data entry after study approval, AND/OR

Submit study’s database once completed with a codebook

Data is one-way de-identified. Investigator maintains code, but does
not share with IMACS



kimacs Outcomes Repository-
Steps for Data Submission

e IRB approval or ethics exemption for contribution to registry

All sites must have U.S. DHHS OHSPR Federal Wide Assurance
Agreement and IRBs must have DHHS approval:
http://ohrp.cit.nih.gov/search/asearch.asp#ASUR

Submit copy of IRB approval to IMACS/NIH

e Data Transfer Agreement with NIEHS confirming data to be
submitted and use of that data

e Format of data submission
Submit existing database + variable list, OR

Use IMACS Oracle database as your study’s primary database —
extract data for your study analysis, OR

Combination of these



http://ohrp.cit.nih.gov/search/asearch.asp#ASUR
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imacs Outcomes Repository —
Composition

e Required data (minimum 2 time points):
Core demographic, clinical features and response to therapy data
IMACS Core Set Activity Measures
Assessment of Study Outcome
Medication receiving in trial
Clinical Trial Design Elements (1 for each study)

e Optional data:
PRINTO/PRCSG Activity Measures: CMAS, DAS (encouraged!)
MD and Patient/Parent Global Damage, Myositis Damage Index
Patient-Reported Outcomes: SF-36, CHQ-PF50

Ancillary data specific to your study: Submit as a data file to be
archived in the registry




imacs Outcomes Repository-
Plans for Coming Year(s)

e Data being submitted now and over the coming months to
the repository from clinical trials and therapeutic studies

15 trials/clinical studies with ~375 patients

e Adult and Pediatric Working Groups to be formed
Rate cases as improved/not improved/worse
Participate in internet-based consensus conferences
Participate in Delphi survey(s)

e Consensus Conference to develop new outcome measures
for therapeutic trials and clinical trial design consensus

e Those interested in participating in data submission or
Working Groups, contact IMACS Coordinators



) Research Study Proposals for

—  Use of IMACS Repository

e IMACS Outcomes Repository will be open to IMACS
Investigators for use

e IMACS members submit research proposal to IMACS
Outcomes Research Advisory Committee
Composed of contributors to IMACS Outcomes Repository

e Proposal approved by local IRB (copy to NIH), Data Use
Agreement completed

e Investigator receives portion of IMACS database for their
study: deidentified

e Investigator includes IMACS repository contributors as
co-authors on publications



Enter Basic Study Information to
Register Your Study and Investigators

https: /jdir-apps.niehs . nib. govfimacs findex. cFm7action=study . editBstudyid=1

Logout

IMACS Memberzhip

Current Members

YiewEdit My Profile

Coordinators

About the Tools

Dizease Activity Core Set
Measures

Dizease Damage Core Set
Measures

Patient Reported Outcomes

IMACS Registry Forms

Definitions of Improvement

Meetings
About IMACS Mestings

Meeting=
Myositis Studies
Therapeutic Studies

Matural History Studies
Media
Mewws

IMACS Publications

Related Publications
Resources
Sponsors

Sites of Interest
Contact Us

Contact IMACS
Data Entry

My Studies

w and Beta

Study Information
Study Number

Mame of Tral

Type of Trial

Prncipal Investigator

Assessor Humber

The PI will automacially be
added to the Assessor List
below. You may assign a
differmet Assessor Number
if you wish.

Centers

ool
IMACS MIH Matural History Study

1{-'_..-
“o Clinical Trial
-

=) Matural History Study
Rider, Lisa

0o

001 -- Environrmental Autoimmunity Group (MIH)

Add New Center

Center Mumber

It is recommended that
you use the defualt value.
If you have used different
values in your study,
please enter your values
here.

Choose a Center if you wish to Add one

|

Update And Return To This Form

ASsESS0rs
001 -- Lisa Rider
003 -- Frederick Miller
093 -- Michael Harris-Lowve
182 -- Minal Jain
603 -- Michelle Smith

Add New Assessor

Assessor Number

It is recommended that
you use the defualt value.
If you have used different

sr=mlinme i srrmeee S nla s

Choose an Assessor If you wish to add one to this study +




#IAdd Patients to Register Your Study’s

Patients and Assign ID Numbers

https:,l',l'dir-apps.niehs.nih.gu:nw'imacs,l'index.cfm?actinn=patient.new&studyid=1 w | Brd GO

General Information IMAC.

Home

Logout Patient Information
IMACS Membership Study (o1 -- IMACS MIH Matural History Study
Currert Members Patient Number 035

Wiew Edit My Profile
- ¥ Next Sequential Nurmmber shown here. You may edit this number but
Coordinators it can't be a duplicate of an existing patient for this study

Assessment Tools Patient Number Used in

Study (if different from
About the Tools IMACS patient number
Dizeaze Activity Core Set
Meazures

Disease Damage Core Set [ Save ]
Measures

Patient Reported Outcomes
IMACS Registry Forms
Definitions of Improvement

About IMACS Mestings
Meetings
Myositis Studies
Therapeutic Studies
Matural History Studies
Media
Mews




Links to Add or Edit
Specific Core Set Data

Logout

IMACS Membership
Current Members
Wiew Edit My Profile
Coordinators

Assessment Tools

About the Tools

Disease Activity Core Set
Measures

Dizeaze Damage Core Set
Measures

Patient Reported Outcomes
IMACS Registry Forms
Defintions of Improverment

Meetings

About IMACS Mestings
hMestings

Therapeitic Studies

Matural History Studies
Media

MNevws

IMACE Publications
Related Publications

Resources

Sponsors

You rmay perform the following action(s)

Edit Basic Study Information -- Ifvou need to make changes to the study information, add centers, or
ASsess0rs

Add Patiemts -- Ifyou need to add a new patient
AddEdit Core Patient data for this Study -- Enter Update and Certify Data for Core Patient (Form 1)

AddEdit MD Glabal Acitivity data for this Study -- Enter Update and Certify Data for MD Global Acitivity
(Form 2)

AddEdit Patiemt Global Activity data for this Study -- Enter Update and Cedify Data far Patient Global
Activity (Form 2a)

AddEdit Parent Glohal Activity data for this Study -- Enter Update and Certify Data for Parent Global
Activity (Form 2b)

AddEdit MMT data Tor this Study -- Enter Update and Certify Data for MMT (Forrm 43
AddEdit HAQ data Tor this Study -- Enter Update and Certify Data for HAQ (Form 5a)
AddEdit CHACQ data Tor this Study -- Enter Update and Cedify Data for CHAG (Forrm 5b)
AddEdit CMAS data for this Study -- Enter Update and Certify Data for CMAS (Forrm 05¢)

AddEdit Laboratory Measures (Enzvines) data for this Study -- Enter Update and Centify Data for
Laboratory Measures (Enzymes) (Form B)

AddEdit Myositis Disease Activity Assessment Tool data for this Study -- Enter Update and Certify
Data for Myositis Disease Activity Assessment Tool (Form 7)

Add Edit Myositis Damage Index data for this Study -- Enter Update and Cerify Data for Myositis
Damage Index (Forrm 8)




MAGCS Listing of Patients and Status of

Assessments to Add/Edit Data

£ | https: [idir-apps.niehs. nih. govfimacsfindex .cFmraction=study .detailsfstudyid=1 bl g G0

Completed Forms with an asterisk ) have not heen certmed by a study assessor

001-002
Assessiment 1: 06052002 (First Trial Assessment)
Completed Forms Incomplete Forms

2 - MD Global Acitipaaty™ 1 - Core Patient

4 - MMT Ja - Patient Global Activity
3b - Parent Global Activity
5a - HAQ
5h - CHACQ

05c - CMAS

6 - Laboratory Measures (Enzymes)

7 - Myositis Disease Activity Assessmemt Tool
g - Myositis Damage lndex

9 - MD Global Damage

10 - Patient Global Damage

11 - Assessmem of Study Owgcome

12 - Disease Activity Score

Add Assessment Tor 001-002

001-003
Assessment 1: 017292003 (First Trial Assessment)

Completed Forms Incomplete Forms
4 -MMT 1 - Core Patient

2 - MD Global Acitivity

Ja - Patient Global Activity

3b - Paremt Global Activity

2a - HAQ

&h - CHAGQ

05c - CMAS

6 - Laboratory Measures (Enzyines)
7 - Myositis Disease Activity Assessimemt Tool
g - Myositis Damage Index

9 - MD Global Damage

10 - Patient Global Damaije

11 - Assessmem of Study Owtcome
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IMACS  physician Global Activity

ttps: fidir-apps. niehs. nih,govfimacs findex . cfm?action=mdactivityassessment . newiassessmentid=161 W k‘j G0
VR B € Y Internauonarmy== = __ -
AACS B My Studies 5 Add News Physician Global Activity Assessment
Motes

Disease Activity is defined as potentially reversible patholoogy or physiology resulting from the myositis. Clinical findinos koo or
suspected to be due to another disease process should not be considered in this evaluation. The global assessment of disease activity
is to be judged from all the information available to you today including the subject's appearance, history, physical examination,
diagnostic laboratory testing and yvour resultant medical therapy.

Fhwysician Global Activity Assessment Data
Study Number - Patient Number goq-0o=

Assessment Number n0i (On or near: 01/23/2003)

IMALS Assessor | Dlagce Select an Assessor W

Assessment Date
(month /date /fyear)

Physician Global Activity
Assessment, Yisual Analog Scale cmn Enter 1 digit after the decimal place (i.e. 5.1)
(D- 10 cm) Please rate vour global (overall) dizease activity assessment by drawing a vertical

mark on a 10-cm line according to the following scale:
- left end of line = no evidence of dizsease activity
- midpoint of line = Mmoderate disease activity
- right end of line = extremely active or severe disease activity.

Enter the measured result in the box abowve.

Also rate global disease activity on

a S-point Likert scale - 0 = none
O 1 = mild activity
": 2 = moderate activity
'::. 3 = severe activity
O 4 = extremely severe activity
Data Enby Lisa Rider
11/03/2005




Manual Muscle Testing
IS MMT O0-10

£ | https: [idir-apps. niehs. nib. govfimacsfinde:x. cfm?faction=mmtscore . edit&mmtscoreid=287
Study Data
Patient Number g01-005
Date Certified ot certified

Assessment Number 3 (on or near: 06/02/2003)

Assessor 093 -- Harris-Love, Michael

A t Date -
(mnisgﬁs;;;?:fyezr] 06022003

Side of Bod d for MMT8*
ide of Body used for L Laft Side

*) Right Side
Axial Muscles (0-20)
Axial
Meck Flexors™* el e el el ol aaaiat P

0O Trace 1 2 3 4 = & 7 a 2 10 Mot
Assessed
MNeck Extensors —~  —~ o o~ e o o o o e ey

0O Trace 1 2 3 4 = & 7 = 2 10 Mot
Assessed

Axial Muscles (0-20) 16 F 20
Proximal Muscles (0-160)

Trapezius  ~  ~ e e e S Y Y O ~ el aelalalelaleala el —

0 Trace 1 Z 3 4 =1 & i =] 9 10 Mot 0O Trace 1 2 = L =2 & r 2 o 10 Mot
Assessead Assessad

Daltsld . A A AN N AN N N N N S AP NN N NN N NN NS

( i 1 i Y § ( [ I r 3 ( Iy ) { 3 [(#) [ ) | [ ] [ ] [ y { [ Y ) ( b ¥ } { ) (#) { 3 ¥ 3

mlddle** - \ - A/ - \ A \_J - \_J - A L A\ i L A/ A} A - L h A A/ - L - \_J
0O Trace 1 i = 4 =] & i =2 = 10 Mot 0O Trace 1 £ =3 4 = & x = b= 10 Mot
Assessed Assessed

Biceps —~ o~ o~ o o N Y Y Y Y —~ P Y e N e e N a N a  a —
prachii= & O O O O O O O O O O @ o @ @& & & & & & 9 9 @ @ O
0 Trace 1 2 3 4 S & i 8 9 10 Mot 0O Trace 1 2 = 4 5 [} ) 2 9 10 Mot




https: ffdir-apps.niehs. nih, govfimacsfindex. chm?action=labresult. new&assessmentid=184 e d G0

serum Levels Data
Study Number - Patient Number goi-0o2

Assessment Number gp1 (On or near: 06/05/2002)

ASSesSor | Dlease Select an Assessor ¥

Assessment Date
(month /date /fyear)

Creatine Kinase (CK)

(Iu/L)
Result

Upper Lirnit of Normnal

Adolase
(IusL)

Enter 1 digit afbter the decimmal (i.e. Result
7.6)

Upper Lirnit of Horrmal

Aspartate amino Transferase
(AST ) or Serunn Glutamic
Oxalacetic Transaminase (SG0OT) Result

auv/u)

Upper Lirnit of Normnal

Alanine Amino Transferase (ALT)
or Serum Glutamic Pyruwic
Transaminase (SGPT) Result

auv/u)

Upper Lirnit of Normial

Lactate dehydrogenase (LDH)
(Iu/L)
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it JimAcs Options to Edit or Certify
: Data Once Entered

| https: ffdir-apps.niehs . nih, govfimacs findesx, cfm7action=mdactivityassessment . detailsmdactivityassessmentid=2
General Information
Home
Logout
IMACS Membership

You may parform the following action(s)

Current Members Edit This Score -- Editthe data in a Physician Global Activity Assessment record
Wiew Edit My Profile

Coordinators

Assessment Tools Add Edit 'CertifyView Other Plwsician Global Activity Assessimait Scores -- View (and possibly edit)
Akout the Tools data for other subjects in this study.

Certify This Score -- Cerify the data is complete and should not be further edited

Dizease Activity Core Set Go to Study 001 -- EditView surmmary data of study. Enter data for study
Measures

Dizeaze Damage Core Set Notes

Measures Disease Aclivity is defined as potentially reversible pathology or physiology resulting frorm the myositis
Patient Reported Outcomes Clinical findings known or suspected to be due to another disease process should not be considered in
IMACS Registry Forms this evaluation. The global assessment of disease activity is to be judged frorm all the information available
to vou today including the subject's appearance, history, physical examination, diagnostic laboratory testing
and your resultant medical therapy

Defintions of Improvement

About IMACS Mestings -
- Study Number - Patient go1-go2
Meetings Murmber

Myositis Studies Assessment Number 5ol (On or near: 0&8/0%/2002)

Therapeutic Studies
Matural History Studies

Assessment Date jo7/24/2005
Media (month /date /fyear)
Mews

IMACS Publications Physician Global Activity
— Assessment, Yisual Analog
Related Publications Scale (0 - 10 cm)

Resources Also rate global disease 3z = savere activity

Sponsors activity on a S-point Likert

Sites of Interest scale
Contact Us Data Entry Lisa Rider

Cortact IMACS 10/31/2005

Data Entry

I

Physician Global Activity Assessment Data

IMALS Assessor Qo1 -- Lizs Rider
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BE ky Studies

Certifying Data Locks
and Finalizes It

https: ffdir-apps. niehs . nib.gov fimacsfindex. cFm?action=mdactivitvassessment. certify@mdactivityassessmentid=2

General Information

Home

Loggoud

IMACS Membership
Current Members
“View Edit iy Profile
Coordinators

About the Tools

Dizeasze Activity Core Set
Measures

Dizease Damage Core Set
Measzures

Pstiert Reported Outcomes
IMACS Registry Forms
Definition= of Improvement
Meetings
About IMACS Meetings
Meetings
Myositis Studies
Therapeutic Studies
Matural History Studies

Mewys

IMACS Publications
Related Publications:
Sponsors

Sites of Interest
B

Flease review the data below. By clicking this button you are cerifying that the data is correct and you will not

he able to edit it further.

| cerify that this data is correct

Certify

Mol Go Back

Motes

Dizease Activity iz defined as potentially reversible pathology or physiology resulting from the myositis
Clinical findings known or suspected to be due to another disease process should not be considered in
this evaluation. The alobal assessment of disease activity is to be judged from all the information available
to you today including the subject's appearance, history, physical examination, diagnostic laboratory testing
and your resultant medical therapy

Physician Global Activity Assessment Data

Study Number - Patient
Number

Assessment Number
IMALCS Assessor

Assessment Date
(month /date /year)

Physician Global Activity
Assessment, Wisual Analog
Scale (0 - 10 crn)

Also rate global disease
activity on a 5-point Likert
scale

Data Entry

oo1-002

001 (On or near: 060572002
001 -- Lisa Rider
10/24/2005

3 = sewvere activity

Lisa Rider
10/21/2005




Summary

e IMACS Outcomes Repository is being developed with
support of the ACR to validate definitions of improvement,
clinical trial design issues and develop predictors of
treatment responses

All IMACS members are encouraged to submit data from their own
trials and studies to the repository

Regulatory requirements- local IRB approval or exemption
(retrospective), register with DHHS, Data Transfer Agreement

e Repository and IMACS Group open for research proposals,
following review by the research committee
Data use will also require local IRB approval and a Data Use
Agreement
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