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& CHICAGO
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Medical imaging is the use of equipment and
techniques to create images of the human body for
clinical purposes and/or scientific research.

There are a variety of medical imaging techniques that
are often used to create images of internal structures
and organs.

Imaging techniques may be spatial (highlighting
structure and anatomy) or functional (highlighting
physiology) in nature. In some cases, they can be both.
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* Most modern imaging techniques can
create images of internal structures
and physiology quickly and in a
minimally invasive manner.

 The images can be used to identify
abnormalities, diagnose diseases, and
guide treatment.

* The images can be stored and
archived so anatomy and diseases can
be tracked over time.
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What is Medical Imaging?

e Different types of imaging methods are known as
modalities.

* The basic imaging modalities are:

» Radiography (x-ray) and fluoroscopy
» Computed Tomography (CT)
» Magnetic Resonance Imaging (MRI)

» Ultrasound (US, echo, vascular)
» Nuclear Medicine (scintigraphy, SPECT, PET, bone scans)

 The HIRO assists with all of these modalities (and
more)!
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What is Medical Imaging?

* Clinical trials often use imaging to:

v Determine patient eligibility

v’ Measure response to treatment DON’'T PA‘NIC.
v Determine if an endpoint has been met

* To support these goals:

» Imaging may need to be performed at routine intervals
defined by the trial protocol.

» Imaging may need to be performed using guidelines and
parameters specific to the trial.

» Copies of exams may need to be provided to the trial sponsor.
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HIRO Primary Services

 The BSD’s Human Imaging Research Office (or HIRO) is
a core facility that provides local investigators and
research staff with a number of services to support the
imaging needs of their clinical trials.

= Site Initiation / Qualification

" |[maging Exam Coordination and Monitoring

" |[maging Exam De-identification and Distribution
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Service: Site Initiation
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The HIRO assists with the imaging-related initiation activities
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noted below:

v’ Site surveys — the completion of imaging surveys

and questionnaires.

v’ Site training — participation in imaging tele-training

and online training sessions.

v" Test scans — performance and submission of test

imaging when required. == =

Email:

v’ SIVs — participation as imaging personnel in site e

visits when required.

The HIRO also reviews protocols and imaging guidelines.

* HIRO staff will assess feasibility and create a trial-specific workflow if
needed to ensure compliance with a trial’s imaging guidelines.
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Service: Exam Coordination

* Not all scans are equal: the imaging parameters required by a
trial may not match UCM’s standard parameters!
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* The HIRO can determine if trial-specific
parameters are needed:

v Exam ordering — identification of the correct
orderables in EPIC and order comments.
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v Exam monitoring and assistance —
availability to provide help to coordinators p
and imaging technologists at the time of an
. . Example guidelines
IMaging exam. documents.
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 The HIRO may provide a customized workflow for ordering imaging exams.
Be sure to keep the HIRO in the loop and utilize this workflow to ensure your
exams will meet your trial’s requirements!
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Trials will often require that de-identified copies of imaging exams be
submitted to a central reviewer or core lab.

Increasingly, the use of a trial-specific electronic submission system is
required.

The HIRO is the official UCM team for providing de-identified copies
of imaging exams to local teams for research purposes.

» Usually scans performed here at UCM (including Orland Park, Silver Cross, and
Ingalls), but can also include scans from other places (more on that later).

Requests for image data are submitted to the HIRO by the research
team via its website (https://hiro.bsd.uchicago.edu).

» The HIRO can provide you with the data, or it can often upload the data directly
to the trial sponsor/CRO.

» Note if the patient wants copies of their scans, you should contact the Radiology
Film Library.
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* Requests for image data must be  |RRS— |

submitted via the HIRO’s website.

* In order to submit requests, you
must first create an account in
the system.

* You must also register the trial in
question with the HIRO (or if it is
already registered, you must
request access to it).

* To register a trial on behalf of a PI,
you must become a Technical Liaison.

 Quick tutorials for all of these
activities are available on the
HIRO’s website.
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Service: Exam Distribution

 Some trials may require the
completion of data
transmittal forms with each
exam submitted.

 These forms often vary in
complexity.

* The HIRO is generally able
to complete imaging
transmittal forms and
baseline forms, and will do
so when submitting exams
if required.
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TRANSMITTAL

SUBJECT INFORMATION

Subject Number: q wmodaiity: [multi_sli] Body Region: [Flcnest [Flabdomen [Flrews [pram [Jower |
VISIT INFORMATION
L M

Time Pai kL.-?U week_45

Data Transmittal Form
J—

FORM

® Slice Thickness for CTs is between 2.8 and 8.0 mm : Pass
Enzure no nen-DICOM files Pas

ossy images :  Pass
Checking for gaps inimages : Fail

Form Comgleled By _

Example data transmittal forms.

& MINI PET Acquisition Document Ijl
cweyo[7Ta] o [218] st [E[7[o 2 o o[ o]
Ligand: [T AV-1451 (¥ Flobetapir [ FDG  Secan Acquisition Date: --_

Imaging Center Name: | pniversity of Chicago Medicine PET Imaging Center ‘

Clinical Site Name: | jniversity of Chicago Medicine ‘

Check the appropriate PET scan: || AV-1451 Baseline (Sean 1) [T Av-1451 Week 52 (Scan 2)
[ AV-1451 Wesk 104 (Scan 3) [T Av-1451 Earty Discortinuation (ED Scan)

[% Florbetapir Screening (Scan 1) [ Florbetapir Week 104 (Scan 2) [ Florbetapir Early Discontinuation (ED Scan)
[ FDGBaseline (Sean 1) [ FDG Week 104 (Scan 2) [Tl FDG Early Discontinuation (ED Scan}
Document for QC of fFIm‘h etapir or AV-1451 HOTE: 3 1ot Deen recones.
Praduttion Received Prior to Injaction? Clves [lno nnlmriq et ..,1 2T GC dogument

is o your rv

Injection Informatior

IruIAcwwy -10 -'_ £ Time Meast Ll'E‘d(Z“hl - -
Dats of Injection: [2]o[1]6] Time of injecton (2¢): [ 1 |
recor: [N [ [2T 0[] v oriecon - -

Residual Activity B mer
mnesar [ ] B S 7

imaging Protocol Parameters:
uco i cams oloo fo cosument Ingeshon ana Eoan mat. Camera: [Siemens Bicgraph mCT |

Acquisition Protocol Used (Use protocol created at setup visit): [BETCT lorbetapir Amaranth 4xtmin |

Ea"""r‘ﬁlm S [cavssTan Kerne! (FWHM): = Iterations: [+ Subsets: [12

CTTransmission Scan stTime: [1]3].[1]3] swetme [1]3].[1]3] @énrcocn
AR I A I

Emission Scan Start Time: : Stop Time: : [3]2] earaocn
[ I T I

TECHNICAL COMMENTS:

“*Please fax to MNI at +1-203-401-4303 or email t

| | ||||||| ‘MH ”| || MNIID1012

CONFIDENTIAL
nnnnnnnnnnn
Woiecur Neaoimaging. LLC Comymgn Rignes Aecerved v2 I 1714572315
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* The HIRO can pull copies of most imaging exams that are listed in the
patient’s EPIC chart (including echocardiography and DXA scans).
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Research Office

Service: Exam Distribution

* This includes scans performed at outside hospitals, as long as a copy
of the scan was forwarded to UCM at some point and loaded into our
hospital archive (PACS).

> If you have a copy of an outside scan on disc, you can bring it directly to the
HIRO and we can de-identify & submit it to the sponsor as needed. Note you will
still need to submit an image data request in our website!

 The HIRO can also assist in resolving imaging-related queries from the
sponsor or CRO.

» It is not unusual for the CRO to send queries directly to the HIRO. The HIRO may
reach out to you for assistance when needed!

» If you receive a query and you’re not sure what it means, please reach out to the
HIRO!
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Keys to Remember

* The HIRO is here to help you! Here are some keys that
will help keep your trial’s imaging running smoothly:

v Engage the HIRO with new trials early — if your new trial will
involve imaging, contact the HIRO as soon as possible. This is
especially important if the trial will use a central reviewer or
requires imaging qualification. Forward any imaging
materials you receive to the HIRO, and if you don’t receive
any, ask the sponsor to provide them!

v’ Let HIRO help with imaging questionnaires — if you receive
imaging-related questionnaires or surveys, forward them to
the HIRO for review and completion. Please don’t use
answers from old surveys; things change all the time!
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Keys to Remember

* The HIRO is here to help you! Here are some keys that
will help keep your trial’s imaging running smoothly:

v Notify the HIRO of upcoming scans as soon as possible —
remember to keep the HIRO in the loop when you schedule
imaging appointments! If the HIRO asked to be notified
when scans are scheduled, be sure to email the HIRO as
soon as possible. This will allow the HIRO to provide the
imaging technologists with the resources needed to perform

the exam properly.

HIRO Email: hirohelp@bsd.uchicago.edu
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Keys to Remember

* The HIRO is here to help you! Here are some keys that
will help keep your trial’s imaging running smoothly:

v’ Submit image data requests as soon as possible — most
trials require that we submit exams 3-5 days after they are
performed. Failure to do so will usually generate queries.
The HIRO cannot submit an exam without the proper data

request, so make sure you submit the necessary requests via
the HIRO’s website!

v You can even submit an image data
request for a scan scheduled in the future!
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Keys to Remember

* A note about EPIC CareEverywhere:

v A great way to see if a patient has outside scans! —the

CareEverywhere feature will display a patient’s imaging $50 GXO
records from outside hospitals, letting us know that they O %
have had exams performed elsewhere. u N

v Not a great way to get copies of outside images! — pSp—

€' MAM BILAT DIGITAL SCREENING W/CA)

unfortunately, CareEverywhere only lets us know thatan | €" |

& XA CARDIAC CATHETERIZATION CAS .
outside scan was performed (and sometimes it will give us | € xcresrivew
. €' NM MYOCARDIAL PERFUSION SPECT
a copy of the report). It does not automatically share the | ¢ . cciocamooomn comrere
actual images. If images must be submitted to a sponsor,
you will need to request a copy of the scan on disc from
the outside facility. Once the disc is available, you can
submit an image data request via the HIRO’s website and

we can use the disc to upload the images to the sponsor.
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Keys to Remember

* The MRI Research Center (Mitchell Q300):

v' The MRIRC is a core facility that can perform complex MRI scans. If
your trial includes MRI scans, the HIRO will review the requirements and
determine if their level of complexity requires the MRIRC. The MRI
requirements for most trials are relatively routine and do not require the
MRIRC. The HIRO will provide you with its assessment during start-up.

v" If the HIRO assigns your trial’s MRI scans to the MRIRC, we will let you
know as they have a slightly different start-up and scan scheduling

process. If your trial’s MRI scans have been assigned to the MRIRC, they
must be performed by the MRIRC.

v" If you are not sure if your trial has been assigned to the MRIRC, please
check with the HIRO. The MRIRC cannot perform scans for trials that
have not gone through their start-up process.
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More Protips!

* If you submit an image data request and ask us to expedite it (“stat”),
please be available in case there are questions.

* Similarly, please be available for discussion if you submit a large
image data request (> 10 scans). Large requests often take longer to
process and generate questions.

* |f you receive a missing data query for a scan you’ve already
requested, or if you're not sure if a scan has been uploaded, please
reach out to the HIRO and ask. Don’t submit a (duplicate) request!

* Double-check the subject numbers and time points in your image
data requests (don’t guess!).

— Incorrect subject IDs or time points can lead to multiple queries and
require lots of time to untangle. Although the HIRO tries to double-check
when possible, we don’t always have all the required information.
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 The HIRO is always available to help answer any
imaging-related questions you might have! If we can’t
answer them, we will help find the people who can!

Human Imaging
Research Office

Questions?

** Phone: 773-702-9172 *Website: https://hiro.bsd.uchicago.edu
s Fax: 773-834-6721 «*Email: hirohelp@bsd.uchicago.edu
s Office: Billings/FMI 1-102 **Hours: 8AM — 4PM, Monday - Friday

Photo credit Sara Serritella/UChicago ITM
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