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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
-Under ACR grant, ability to support some data entry for next 1- 2 years

Submit study’s database once completed with a codebook, description and
frequency distribution of variables



#limnes Outcomes Repository-
Ethical/Regulatory Issues

® All sites must have U.S. DHHS OHSPR Federal Wide
Assurance Agreement and IRBs must have DHHS
approval: http://www.hhs.gov/ohrp/

® Possible ways to contribute to the repository include

PI's protocol is approved locally for IMACS data repository at NIH

- local subjects will consent to the use of their data for the IMACS

repository.

Pl enrolls subjects in NIEHS IRB approved natural history protocol

as a collaborating center.

Fully anonymous data entered after data collection - requires

request for exemption to NIH Office of Human Subjects Research.

® NIH is exempt from HIPAA regulations, but local HIPAA

compllance IS necessary

Anonymized data — no date of birth, clinically sensitive data,
collapse of race



http://www.hhs.gov/ohrp/

#ijmacs Outcomes Repository —
Composition

® Required data:
Core demographic, clinical features and response to therapy data

IMACS Core Set Activity Measures: MD and Patient/Parent Global
Activity, MMT24 (8 key muscles, 0 — 10 point scale preferred),
(C)HAQ, Enzymes, MDAA (MyoAct, MITAX)

Assessment of Study Outcome — Improved, Same, Worse
Clinical Trial Design Elements

@ Optional data:
PRINTO/PRCSG Activity Measures: CMAS, DAS (encouraged!)
Damage: 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



s

#] Research Study Proposals for

— Repository and IMACS Group

® IMACS Outcomes Repository open to IMACS
Investigators for use

® IMACS members propose collaborative clinical
trials, natural history studies, and other clinical
Investigations.

® IMACS members submit research proposal with
IRB approval for study to Research Review
Committee.

® Research proposals reviewed by Research
Committee composed of all contributors to IMACS
Outcomes Repository.



Enter Basic Study Information to
Register Your Study and Investigators

https:jidir-apps.niehs. nibgowfimacsfindesx . cFrmraction=study . edit2studwid=1

Logout

IMACS Membership

Current Members

WieswEdit My Profile

Coordinators
Assessment Tools
Abhout the Tools

Dizeaze Activity Core Set
Measures

Dizeaze Damage Core Set
Measures

Fatient Reported Outcomes

IMACS Redgistry Forms

Definitions of Improvemeant
Meetings
About IMACS Meetings

Meetings
Myositis Studies
Therapeutic Studies

Matural History Studies
Media
Meywws

IrMACE Publications

Related Publications
Resources
SponEors

Sites of Interest
Contact Us

Contact IMACS
Data Entry

hly Studies
Developer and Beta

Al

Study Infarmation

Study Mumber ggq

Mane of THal

Type of THal

Principal Investigator

Assessor Number

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

Centers

IMACS MIH Matural History Study

-

L )
)

Climical Trial
Matural History Study
Rider, Lisa

{aa

001 -- Enwironmental Autoimmunity Group (NIH)

Add New Center

Center Number

It is recommmended 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

|

Lpdate And Return To This Form

ASSESSOrs
001 -- Lisa Rider
003 -- Frederick Miller
093 -- Michael Harris-Love
182 -- mMinal Jain
G003 -- Michelle Smith

Add Hew Assessor

Assessor Number

Itis recommended that
yvou use the defualt value.
If you have used different

sn=mlanme i ssmssns ~dwalas

Choose an Assessor if you wish to add one to this study




Add Patients to Register Your Study’s

Patients and Assign ID Numbers

https: ) fdir-apps. niehs, nibgovfimacsfinde:x, cfm?action=patient . new&studyid=1 v E

ional Institute of Env
Divizion of Intramural Research

IMACS E3 ky Studie=s

onmental Health

ternational Myosi

is Assessment & Clinical Studies Groyp

General Information

Hame

Logourt

IMACE Membership
current Members
“iewn Edit by Profile

Coordinators

Assessment Tools

Ahout the Toaols

Dizeaze Activity Core Set
Measures

Dizeaze Damage Core et
fMeasures

Patiert Reported Outcomes
IMACS Registry Forms
Defintions of Improvement
Meetings
About IMACS Mestings
hMeetings
Myositis Studies
Therapeutic Studies

Matural History Studies

Fatient Information
Study

Patent Number

Patient Number Used in
Study f different from
IMALCS patent number

001 -- IMACS MIH Matural History Study
035

Mext Sequential Murmnber shown here, You rmay edit thiz nurmber but
it can't be a duplicate of an existing patient for this study

| Save |

7 of 16




IhACS 33 ty Studies

j https i fdir-apps. niehs . nik, govfimacsinde:x, cfm?action=study . detailsfskudyid=1 W a GO

TR, s =

33 Study Detail=s

General Information
Home

Logout

IrACE Membership
current Members
Wiew Edit by FProfile

Coordinators

Assessment Tools

About the Toals

Dizeaze Activity Core Set
Measzures

Dizeasze Damage Core Set
Measures

Patient Reported Cwutcomes
IMACS Registry Forms
Defintions of Improvemernt
Meetings
About IMACS Mestings
Mesting=
Myositis Studies
Therapeutic Studies
Matural History Studies
Media
Mews
IMACS Publications
Related Publications
Resources
Sponsors

Al

v Da

e

You may perform the following action(s)
Edit Basic Study Information -- Ifvoud need to make changes to the study information, add centers, ar
assessars
Add Patients -- ITyou need to add a new patient
AddEdit Core Patient data for this Study -- Enter Update and Cetdify Data for Care Patient (Farrm 1)

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

AddEdit Patient Global Activity data for this Study -- Enter Update and Cedify Data for Patient Global
Activity (Form 3a)

AddEdit Paremt Global Activity data for this Study -- Enter Update and Cedify Data for Farent Global
Activity (Form 3h)

AddEdit MMT data for this Study - Enter Ulpdate and Certify Data for MMT (Form 43
Add/Edit HAQ data Tor this Stady -- Enter Update and Cedify Data for HAG (Form 5a)
Adc/Edit CHAG data Tor this Study -- Enter Update and Certify Data for CHAR (Farm Gk
Add/Edit CMAS data Tfor this Study -- Enter Ulpdate and Certify Data for CWMAS (Form 05c)

Add/Edit Laboratory Measures (Enzyvimes) data for this Study -- Enter Update and Cerify Data for
Laboratory Measures (Enzyvimes) (Farm B)

Add/Edit Myositis Disease Acthvity Assessment Tool data for this Study -- Enter Update and Cedify
Data for Myositis Disease Activity Assessment Tool (Form T

AddiEdit Myositis Damadge Index data for this Study -- Enter Update and Cerify Data for Myasitis
Damade Index (Form 3)




IMAGS Listing of Patients and Status of

Assessments to Add/Edit Data

w L’;jGu:u

& | https: ) idir-apps. niehs.nih.govimacs/indesx, cFm?action=study . details&studyid=1

PatientsiAssessments
Completed Forms with an asterisk () have not been certified by a study assessar.

001-002
Assessiment 1; 08/05/2002 (First Trial Assessment)
Completed Forms Incomplete Forms
Z - MD Global Acitivity™ 1- Core Patient
4 - MMT JFa - Patient Global Activity
3b - Parem Global Activity
ha - HAG

5b - CHAG

05c - CMAS

6 - Laboratory Measures {(Enzyimes)

T - Myoasitis Disease Activity Assessment Tool
£ - Myositis Damage Index

9 - MD Global Damaage

10 - Patient Global Damage

11 - Assessment of Study Chitcome

12 - Disease Activity Score

Add Assessment Tor 001-002

001-003
Assessiment 1; 0172972003 (First Trial Assessment)

Completed Forms Incomplete Forms
4 - MIMT 1 - Core Patient

2 - MD Global Acithvity

Ja - Patient Global Activity

3b - Paremt Global Activity

5a - HAG

5bh - CHAG

05c - CMAS

6 - Laboratory Measures {Enzymes)

T - Myositis Disease Activity Assessiment Tool
8 - Myositis Damage Index

9 - MD Global Damage

10 - Patient Global Damage

11 - Assessiment of Study Chtcoime 9 of 16
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IMACES  physician Global Activity

ttps: fidir-apps. niehs, nik, govfimacsfindex., cfmraction=mdactivityvassessment, newiassessmentid=161 L E} G0

IbAAC S -5 My Studies 33 Add News Physician Glabal Activity Asses=meant

Motes

Study Mumber - Patent Humbear

Assessment Number

IMALCS Assessor

Assessment Date
[(month /date fyear)

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

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

Data Entry

Nov 2005

Disease Activity is defined as potentially reversible pathology or physiology resulting from the mivositis. Clinical findings known ar
suspected to be due to another disease process should not be considered in this evaluation. The global assessment of disease activity
isto be juddged from all the information available to yvou today including the subject's appearance, history, physical examination,
diagnostic laboratory testing and yvour resultant medical therapy.

FPhysician Global Activity Assessment Data

ooi1-003z

001 (On or near: 0172972003

Please Select an Assessor

cm Enter 1 digit atter the decimal place (i.e. 5.1]
Pleaze rate vour global [overall) dizseaze activity azssessrment by drawing a vertical
mark on a 10-cm line according to the following scale:
- lett end of line = no evidence of dissaze activity
- midpoint of line = moderate disease activity
- right end of line = extrernely active or severe dizeasze activity,
Enter the measured result in the box abowve.

b

L 0= nones

L = mild activity

L) 2 = fhoderate ackivity

Lt 3 = cevere activity

Ly = extremely sevare ackivity
Liza Rider

1170372005
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3 Manual Muscle Testing
MMTO0-10

& | https:/idir-apps.niehs.nib. govfimacs)index. cfm?action=mmktscore, editémmtscoreid=257

Study Data
Patent Mumber n04i-nos

Date Certified ot cortifiad

Assessment Number 1 (o o near Def02/2003)

Assessor | 003 - Harris-Love, Michael |

A t Date
& l0502/2003

tide of Body used for MMTE® -;_T_Z' EaRetda

0y

- Right Side

Prial Muscles (0-20%
Axial
Meck Flexors+* — — P e e e

@ & & & % & e O & & & &
0 SFrace =1 G20 o3e g osie Gpl ol g o g Mot
Assessed

Meck Extensors pay . i g ews e s el bl el e i~ .

0 Trace 1 e 2 4 =1 & 7 2 2 10 Mot

fszessed

Axial Muscles (0-Z0) 16 520

Froximal Muscles {0-160)
Right Left

Trapezius — — — —. . —. . . . . . - —. 2 — — — . — . — . — .
P {3 &% 9% @ § § § § § § §e O L L & B B & & & & & @ @& O L

- - - - - - - - - - - by - - - - - - - - - - - -

0O Trace 1 2 3 E a3 =] T =] =] i0 Mot 0 Trace 1 s 2 4 3 & T a8 =) i0 Mot
Azsessad Ascessed

Deltoid == = = = = = = = s = o = = o —- =5 = == = == =5 == =5 P =5 =
iddle®* N ] i & @ @ @ @ @ @& @ O @ £ J L L e.he e e e 9 89 9 O P L)
i & o i - - - - - L - L A - - - w - - - - - - - - o - -

0O Trace 1 2 =2 ES 0 B 7 = = i0 Mot O Trace 1 Z i 4 5 =3 7 = = i0 Mot
Assessed Assessed

Biceps o, P g g g e . e ™ -;'-"u el el el alalalalal sl s

e 9y ]
brachiit® i _J W e e e e e e e G i b - e T e e @ e el

| Nov 2005 il e ST e e N S e e e L Mot D ShrScareds (D S e A el e U@ WS HAH of B




i IMACS Laboratory — Enzymes, Cr

| htkps:}idir-apps.niehs.nih. gowjimacs/index. cfm?acktion=labresult. newsassessmentid=154 b L‘j G0

Serurm Levels Data
Study Mumber - Patent HNumber goq-ooz

Assessment Number gp1 (on or near: 0E/0SS2002)

Assessor Plegse Select an Assessar

Assessment Date
(month /date /year)

Creatne Kinase [CK)

(Tu /L)
Result

Upper Limit of Mormnal

Adolase

(Iu /L)
Enter 1 digit after the decimal (i.e. Re=zult
7.56)

Upper Lirmit of Morrnal

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

(Iu /L)

Upper Limit of Mormal

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

(Iu/L)

Upper Limit of Mormnal

Lactate dehydrogenase [LDH)
(IU /L)
Nov 2005 - 12 0of 16—




IMAES Onptions to Edit or Certify

General Information
Home

Data Once Entered

https: fidir-apps. nighs. nib,gow fimacsindesx . cfm?action=mdactivity assessment . details@rmdactivityassessmentid=2

Logout

IrL”5 embership

Current Members

Wiewe Edit by Profile

Coordinators
Assessment Tools
About the Tools

Dizegze Activity Core Set
Measures

Dizea=ze Damage Core Set
hMeasures

Patient Reported Outcomes

IMLCs Registry Forms

Defintions of Improvement
Meetings
About IMACS Mestings

mMeeting=
Myositis Studies
Therapeutic Studies

Matural History Studies
Media
Mewws

ML ”s Publications

Felated Publications
Resources
Sponsors

Sites of Interest
Comtact Us

Contact IMACS
Data Emtry

You may perfarm the following action{s)

Edit This Score -- Edit the data in a Physician Glaohal Activity Assessment record
Certify This Score -- Cerify the data is complete and should not be further edited.

AddEdn/Centify\View Cther Physician Global Activity Assessment Scores -- View (and possibly edit)
data for other subjecis in this study.

Go to Study 001 -- Edittview sumimary data of study. Enter data for study.

Motes
Disease Activity is defined as potentially reversible pathology or phyvsiology resulting from the myositis.
Clinical findings known or suspected to be due to another disease process should notbe considered in
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.

Phrysician Global Activity Assessment Data
Study NMumber - Patent qoi-nooz
Number
Assessment Number 01 (on or near 08/05/2002)
IMALCS Assessor OOi -- Lisa Rider

Assessment Date jo/z4/2005
[(month /date /year)

Physician Global Activity
Assessment, Yisual Analog
Scale (0 - 10 cn)

Also rate global disease 3 — -oucre activity
activity on a 3-point Likert
scale
Data Entry Lisa Rider
10/31/2005




Certifying Data Locks
and Finalizes It

htkps: [ /dir-apps.niehs. nib. govfimacsfinde:. cfm? action=mdactivityassessment, certify&mdactivity assessmentid=2

oy

IMACS i hiy Studies

-

General Information I

Home

Logout

I ACE hembership
current Members
WiennSEdit by Profile

Coordinstors

Assessment Tools

About the Tools

Dizease Activity Core Set
Measures

Dizease Damage Core Set
Meazures

FPatient Reported Cutcomes
IMACE Registry Forms

Definitions of Improvement
Meetings
About IMACS Meeting=s

Mestings
Myositis Studies
Therapeutic Studies

Matural Hiztory Studies
Media
ey s

IMACS Publications

Related Publications
Resources
Sponsors

Sitez of Interest

™ el o el 0 e

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

he able to edit it further.

| certify that this data is correct

Certify

Mol Go Back

Maotes

Dizease Activity is 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 dlobal 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
Mumber

Assessnent Number
IMALCS Assessor

Assessment Date
{month /date fyear)

Physician Global Activity
Assessment, Yisual Analog
Scale (0 - 10 cmi)

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

Crata Entry

oo1-o0:2

001 [(2n or near: 0&f057/2002)
001 -- Lisa Rider
10/24/2005

2 = zevere activity

Liza Rider
10/31/2005




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

IMACS core set measures and other information heeded from a
number of clinical studies

® Repository and IMACS Group open for research proposals,
following review by the research committee
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