Mw f‘cs Reading Center/Data
~ Repository Data

MACS/WIHS COMBINED COHORTSTUDY Submission

All Reading Centers or Data Repositories collecting data in MWCCS need to submit their plan using
this form. As part of this proposal, investigators are asked to:

1. Answer online contact/admin, study design, and data submission questions:

2. Upload a Data Plan summarizing the proposed data submission plan: Click.here to
download the Data Plan template.

If you have any questions about the process, please contact us at MWCCS@jhu.edu.

Section A: Study Overview & Contact Information

Name of Study *

Study Lead Investigator Name *

First Name Last Name

Study Lead Investigator Email *

example@example.com

Name of Reading Center

Name of institution or lab generating data

Name of Primary Contact at Reading Center

First Name Last Name


https://mwccsorg.files.wordpress.com/2020/09/ccs-reading-center-plan-template.docx
mailto:mwccs@jhu.edu

Reading Center Contact Email

example@example.com

Upload Data Plan Here *

I |
Upload Participant Letter Template Here (if applicable)

Section B: Study Design

Proposal includes *

O
All MWCCS sites
@)

Select sites

Sites included in proposal, indicate centers (select all that apply OR if applicable, for ease, select
option for all historic MACS-only or all historic WIHS-only sites)

O All Historical MACS sites only

O Al Historical WIHS sites only

O Atlanta

O Birmingham/Jackson

O Bronx

O Brooklyn

O Baltimore/District of Columbia (Whitman Walker)
O Chapel Hill

O chicago-Northwestern (former MACS)
O Chicago-Cook County: (former WIHS)

O District of Columbia (Georgetown)

O Los.Angeles (UCLA)

O Miami

O Pittsburgh/Colombus

L) San Francisco (includes USC as of 2019)

Does this project involve any additional participant burden (select all that apply)? *
O No new/additional participant burden

O Additional specimen collection(s)

O New questionnaire(s)

O Requires separate study visit



O New procedures
] | Other |

Does this project involve any additional MWCCS staff burden (select all that apply)? *
O No new/additional staff burden

O New questionnaire(s)

O Separate informed consent

O Separate study visit

O Additional specimen collection(s)

O New procedures

O staff training required

O Participant result letter given

O | Other |

What study visit will this data be collected? *
O

V101

O
V102

O

Requires separate study visit

O

To Be Determined

Section C: Data Transfer

How frequently will data be transferred? *

O
Monthly

O

Semi-Annually

@)

Annually (at end of study visit)

In what format will the data be submitted to DACC? *

O
XLS

O
Ccsv



O
ASCII

O
SAS

O[ other |

What data use restrictions will there be for this study? *

O

None

O

To be used only if primary investigator is contacted/offered co-authorship (e.g.forR01 data)

O

To be used only after publication of initial manuscript
Ol Other |

Submission of this reading center plan confirms your agreement to the following. Please check
each box to confirm you agreement: *

[0 We understand that MWCCS data collected cannot be used for any commercial use and by checking here
we commit that no MWCCS data will be used commercially.

O We understand that MWCCS data collected may not be maintained by our reading center and commit that

once the study is completed, all QA completed and data delivered to the DACC, data records at the reading
center will be deleted.

O We agree to provide this dataiin a timely way to the MWCCS DACC as specified in the submitted plan.

O We agree to provide a data dictionary or.codebook for the data we send the DACC that includes: variables,

clear variable labels/descriptions in language investigators can understand and allowed values and
ranges for each variable.

O We understand that noncompliance with this plan or the above agreements may affect reading
center funding and investigator ability to have future MWCCS collaboration.




Data Plan 

MACS/WIHS Combined Cohort Study (MWCCS)  MWCCS@jhu.edu

Please provide the requested information using the following template. You may insert relevant figures, tables or images into this template. Once completed, upload this document as a single file to your online reading center data submission plan as part of Section A.

1. Background 

Please describe the reading center process and overview of operations.









2. Study Design
Please describe the study design, inclusion/exclusion criteria, and number to be tested.







3. Testing to be done by reading center

Please explain the exact testing to be performed by the reading center.







4. Data/Output to be produced by reading center

Please describe the reading center data/output that will be generated. Please include names of assays, measurement types, and relevant units. Include what summarized/interpreted data metrics will be produced.







5. Description of Participant and/or Site Staff Burden 
For participant burden, please provide details if your project will require additional specimen collection, a new questionnaire, new procedures, new informed consent, and/or if your project will require an additional visit. For MWCCS staff burden please provide details if your project will require IRB submission, staff training, and/or coordinating/consenting /providing participant incentives. 





6. Quality Assurance 

Please explain what checks and edits will be done by the reading center prior to data transfer to the DACC.





7. Returning Participant Results

Please explain plans to give results back to participant here and upload a copy of the participant letter with this submission if applicable. Or if results will not be given back, please explain why here.
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