Clinical Center Genomics Opportunity (CCGO) Protocols Ordering
and Viewing Exome Secondary Findings Analysis

Background: Once you have gotten approval for a protocol to be part of the CCGO project the ability to
order in CRIS starts with ensuring the patient is on a protocol that is part of the CCGO Project.
Below are steps to ensure that the patient is on a CCGO protocol.

. Steps to Ensure that vour Patient is on an Approved CCGO Protocol:

1. Locate and select your patient.

2. Click the Patient Info tab.

3. In the Summary Views box, select Health Issues and review the list of protocols
displayed.
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Summary Views E Type | Code | Health Issue | Status
Alerts Visit Reason 93-CC-0024 1993-CC-0094 Active This Visit 02/0472014

Scope | OnsetDate | Entered
02/04/20

Allergies/Intolerances Pratacol 12-M-0095 2012-N-0095 Confirmed General 12/03/2014 | 12/03/20
Comments Protocal 13-CC-0000 2013-CC-0000 Confirmed General 02/04/2014 | 02/04/20
Care Providers

Health Issues

Significant Events

Addresses/Phones/Contacts
Demographics/Visit Data
Financial/Employer

Wisit History

4. If the protocol is listed, enter a Service Request to request a protocol assignment change:
a. Select the Enter Order icon.
b. Using Manual Entry, type change.
C. Locate the Change Protocol Assignment. Click Add.

]
Tupe: |Today Outpt/Current [npt = | Reason: |
M arwal Entry - Searching for ... o
Add..,
Order Cost iew
ER Change Physician Assignment (Change Provider Assignment) B ==
Use to request an update to a patient’s Primary Adld ta Favartes

Pravider or Attending Physician. Call the MRD for
any questions (301) 495-2292,
EE Change Physician to Receive Reports (Change MD to Receive Reports Request)

IMessage

Please make your edits to the existing infarmation Drug Info
and submit the service request, Use the website
https://nppes.cms.hhs.gov/NPPES/MPIRegistryHome,
dato laok up phone, address information for the
physicians. Call the MRD for any questions (301
594-3493

Change Protocol Assignment

Usete add or remove a Protocol, or change
patient’s Visit Reasen Protocol. Changes must be

approved in advance by the Principal Investigator

and must be discussed in advance with the patient.

Call the MRD for any questions [301] 496-2292. Edit
EH Change Provider Assignment —

Useto request an update to a patient’s Primary B Delete
Dreariclar ar Attanding Dhecician ol Hha MDD far
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d. Enter the appropriate information.
e. Click OK.

Add Protocol Instructions

Requests may be entered to add patients to a protocol. The protocol will be added in CRIS in an unconfirmed status. Once a valid, signed protocol congent document iz processed through the
MRD. the statuz will be updated to confimed

Add Patient to Pratacol: [ Effective Date of l:lj
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Bepeat View Document
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Note: Protocol Assignment requests are sent to the MRD and are updated in CRIS. If MRD does not yet have the
signed protocol consent documents then the protocol will show up in CRIS in the health issues section with an
“unconfirmed” status. Once the patient is discharged and MRD receives the signed protocol consent, that status
will be updated to a status of “confirmed” and the onset date field will reflect the date the patient signed the
consent.

I1. Steps to Place Order:

1. Select the Enter Order icon.
2. On the Start of Browse, click Outside Labs >> Laboratory >> NHGRI

Order Entry Worksheet - NIHCCTEST, PATIENT PORTAL

NIHCCTEST, PATIENT PORTAL
CC-CADRE

Requested By: (o) Me () Other:

72-29-20-3 7 141404303708
Herion, David W

Allergies: Sulfa DrugsS0B, <Cther>, aspirin, Chocolate

Source;
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|v| Reason: |
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Contents af '/Outzide Labs/Labaraton/HHGRI!
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- Imaging 5ciences/A adiology
- Labaratary Medicine

- Medical Record Services
- Meszenger Ezcort Service

- Qcoupational Medicine Service
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T ype here to enter arder name

Order
Ef Exome-Secondary Findings Analysis, MNHGRI
Faor any draws other than Outpatient Phlebotomy -

. Meuralogy Deliver specimen tn_iﬂ-3C]‘:lEl_. Ijgh«reen d:30am and
_ Mursing 4:30pm, weekdays, (Mo Halidays.)
- Mutrition

3. Select the Exome-Secondary Findings Analysis, NHGRI order. Click Add.
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4. If the protocol under Health Issues is not a CCGO protocol, an alert message will display and stop
you from proceeding with order entry.

Actions Preferences To-|

Alert Summary

Ack Viewed Doc... Priority Type Comment Scope

Alert: CCGO Protocol Check

Message: |ygu are attempting to order a "Exome-5Secondary Findings Analysis, MHGRI' on this patient who does not have a protocol
on their visit under the approved protocols for this test.

Expand

Acknowledgement Comment: |: |

@ You may not proceed with this Exome-5econdary Findings Analysis, NHGRI
Acknowlcdgc when seen

ious | Alertlofl Next

To return to the Exome-Secondary Findings Analysis, MHGRI and discard alerts click [

5. Continue with your order entry and click OK.

Order: [Exame-Secondary Findings Analysis, NHGRI | order iDifgoacrinver

Requested By:|Defensgr__ Rubi ‘ Template Name:

Messages: Far any draws other than Outpatient Phigbotomy - Deliver specimen to 10-3C710, between 8:30am and £30pm, weekdays, (Mo Holidays.)

Allocate Order to (1 2.4-0095

Protocal:
Pricrity: IHoutina E‘
Collest Specimen On =

Collection Method: E M

Collection Instuctions: |DMA Directly to NHGRI

Blood Provided by MHGRI, Drawn by Research Team
Blood Provided by MHGRI, Drawn by Floor/Clinic Murze
Elood Draven by Outpatient Phlsbotamy

Blinded: (]

Special Instructions:

Provider to natify [select Provider's email:
BEEE I=] 5

Repeat Wiew Document
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I1l. To Review The Results

1. Locate your patient.

2. Click the Results tab.

3. Select appropriate filters, if applicable.

4. Select the Image Viewer icon. This will display the PDF Report.
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Chart Selection |~ v T T M T T o

) This chart (&) All available charts B2 Al results for all available charts for performed dates from 11/19/2014;

Date Range 12/05/2014 0533 Blood Culture

Based on date: () Received (®) Per

Source/Site Final

From: |11/19/2014 : BLOCD Arterial
Final

Onz Month Ago Results
- No growt!
[ Retain selections for nest patient 12/04/2014 11:13 Calcium
Display Format Calcium. 3.00 * [2.15-2.55 mmal/L] Final
: B E‘ 12/03/2014 0&:30 Urine Culture
.{ " — — Source/Site Final
- el e URINE_Clsan Catch
Results Final

1,000-10,000 colonies per ml.
014 00:00

ﬁ- Filters

Result Selection:
[No Result Selection Filter

Options
[C] Abnormal
[CJ Annotated only
[[J Include pending

B e e e e e U @

12/02/2014 23:24 CBC

5. The reports are available, along with the VS files, in BTRIS Identified Data for the Pls and their

designees.
MNIHCCTEST, PATIENT PORTAL - Exome-Secendary Findings Analysis, NHGRI
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ACMG Secondary Finding Report Fat (301) 22170
Patignt Nams: Date sample recelved: 01/23/2009
DOB: Sample type: Sicod
Lab Accesslon Mo: Requast date: N/A
Report date: 01/06/2012
Teat Indication: Exome sequence analys's for vananis In 56 genes a5 recommended for r2port of Inckdental indings by the American College of
Madical Genatics [ACMG].
Results: The folowing alteration was found to extst In the heterozygous state In tis Ingvidual:
Gene
Name | Genomic Position Reference cONA_| Alteration Disease B nilc Referance
C.1824G=A Breast and Ovanan PubMed:
BRCA1T | chri7:q.7128292G=>A | NM 000018.2 p-AME1SGIN Cancar Pathogenic 10077518

No other REPORTABLE varianis were kleniffied In the ACMG set of 56 genes (Table 1).

Intarpratation: This altzration In BRCAT | pathogenic. Evidance for p af this variant Incluges three pior raports In
Individuals with Breast and Ovarlan Cancer. Pathogenicly refers to the abillity of this variant to cause disease, however, penefrance is not
expected to be 100% and this Individual may not devalop diseass. There Is 3 small but real risk of false resuits due t sample mbxu, o coninl for
this 3 58c0nd INdependant sample showid De tested for TS vaNiant before wsing Mis INTOMMatian for cinical PUROSES.

No other REPORTABLE varianis ware ikeniified In Mis gane s2i. REPORTABLE varlants inciugs known pathoganic vanants or varants of the
kind that are Ikedy 1o caus2 diseass. This repon doas not Imply that no vanants were igentified but rather that the Information avaliaoie for the

This test. Ex per it s ok been cleansd or approved by the LS. Food and Drug Adminisiation. The PO has defermined that
‘such clearance or approval I not recessary. This st i wesd for clnical purposes. CL1A'8E, has estabizhed and werified Fe tests
‘accuracy and prectsion. CLIA D= TIDMDS2422.
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