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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
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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. 
PI 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 
compliance is necessary

Anonymized data – no date of birth, clinically sensitive data, 
collapse of race 
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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
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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.  
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Enter Basic Study Information to 
Register Your Study and Investigators
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Add Patients to Register Your Study’s 
Patients and Assign ID Numbers
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Links to Add or Edit              
Specific Core Set Data
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Listing of Patients and Status of 
Assessments to Add/Edit Data
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Physician Global Activity
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Manual Muscle Testing
MMT 0 – 10
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Laboratory – Enzymes, Cr
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Options to Edit or Certify          
Data Once Entered
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Certifying Data Locks            
and Finalizes It
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Summary

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 needed from a 
number of clinical studies

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