Monday Morning Practice Pearls # 64

When is it appropriate to enroll an individual onto protocol 04C0165?

Protocol 04C0165 can be used to provide consult, treatment, and medical follow-up for patients, including
genetic education and counseling as well as cell/marrow donors to NCI patients and other individuals needed
to be seen within the CCR.

It is Clinical Center policy that all individuals being seen or treated are enrolled on a protocol. This protocol will
also allow for a repository of information on enrolled participants to allow for hypothesis generation for future

research ideas.

There are 4 cohorts for this study. How do | know which cohort to use and when?

Cohort Name

Description

When to Use

1-Consults

Patients being seen as a consult and
undergo evaluations for their disease,
including second opinions. These
evaluations are those that are required
for the routine diagnosis, work-up, and
clinical and supportive care of the
participant, and may include standard
pathologic review and confirmation
testing.

Request to see a patient for a second
opinion or to provide information about
potential clinical trials at the CCR
Request from an outside provider to
consult on a patient including record
review and meeting with the patient
either in person or remotely

Not to be used to screen for a clinical
trial

2-Patients

NOTE: Enrollment
to this cohort
MUST be pre-
approved by the
OCD using the
exception request
form BEFORE
consenting to the
protocol.

Patients being enrolled for treatment or
follow-up of their disease according to
the guidelines of medical care.

Patient needs bridging cancer treatment
while waiting for enrollment onto a
protocol

Patient needs oncologic routine and
standard medical care following
established guidelines

Patient previously enrolled on a protocol
but needs to have disease follow-up
when returning to a community provider
is not feasible

DO NOT use if patient is not eligible for a
clinical trial but you will follow an existing
intervention protocol schema

Individuals being seen to obtain cell
products for transplant donation.
Further clinical use of these products is
also permitted, such as determination of
donor chimerism.

Used to obtain cell/bone marrow from
transplant donors using routine care
collection procedures

Should not be used if any research will be
conducted on the donor or products. The
donor will need to enroll on the research
protocol

4-Genetic Follow-
up

Individuals previously enrolled on a
protocol in which genomic research
analysis identified a clinically actionable

This cohort will be typically used by the
CCR genetic consultation service
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https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fforms.office.com%2Fg%2FSTJbYgCWCM&data=05%7C02%7Cnesse%40mail.nih.gov%7C48865ac73ade46ac2ebd08dc3ec99d85%7C14b77578977342d58507251ca2dc2b06%7C0%7C0%7C638454282910113539%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=V6Szd5zVUf019Rd0jjQDqUnyA3GgxFCilJLWTqkcJFg%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fforms.office.com%2Fg%2FSTJbYgCWCM&data=05%7C02%7Cnesse%40mail.nih.gov%7C48865ac73ade46ac2ebd08dc3ec99d85%7C14b77578977342d58507251ca2dc2b06%7C0%7C0%7C638454282910113539%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=V6Szd5zVUf019Rd0jjQDqUnyA3GgxFCilJLWTqkcJFg%3D&reserved=0

germline pathogenic or likely pathogenic
gene variant will be offered CLIA
confirmation. The same may be offered
to biologic family members where
genomic research analysis identified a
clinically actionable germline pathogenic
or likely pathogenic gene variant in a
deceased participant previously enrolled
on a protocol.

There are 2 arms for this study — see CCR SOP ADGC-7. How do | know which arm to
use and when?

There is one main arm for this study which applies to all participants. However, if a participant transitions from
the consult cohort, Cohort 1, to the Patient cohort, Cohort 2, please use the Crossover Event of Significance in
PRES. You can then select Arm 2 for the crossover.

Do | have to take the individual off 04C0165?

YES. All participants who meet the off-study criteria MUST be taken off study in PRES. Off study reasons
include:

Participant completes consult and recommendations provided

Participant completes treatment, follow-up and/or returns to the care of their local provider

Participant completes genetic testing and counseling
Donor completes donation process and follow-up care
Participant decision to discontinue participation
Principal Investigator/provider discretion

Death

Associated SOPS:

e ADGC-2 Consultation by Center for Cancer Research Providers
e ADGC-7 Treatment and Follow-up by Center for Cancer Research Providers

REMINDERS:

e For treatment cohort: (See SOP ADGC-7)
o Enrollment MUST be pre-approved by the OCD using the exception request form BEFORE
consenting to the protocol.
o All appropriate treatment/procedure consent(s) needs to be signed prior to the
intervention/procedure.
Document the reason in CRIS for enrollment to 04C0165 regardless of cohort:
o Patient being seen as consult.
o Patient being enrolled for treatment or follow-up.
o Donors of cellular/marrow products.
o Patient requiring a genetic consultation and/or CLIA confirmation based on known/suspected
genetic mutation.
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https://pres.ccr.cancer.gov/
https://ccrod.cancer.gov/confluence/pages/viewpage.action?pageId=73203825#CCRPolicies/StandardOperatingProcedures(SOPs)-ADGC
https://ccrod.cancer.gov/confluence/pages/viewpage.action?pageId=73203825#CCRPolicies/StandardOperatingProcedures(SOPs)-ADGC
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fforms.office.com%2Fg%2FSTJbYgCWCM&data=05%7C02%7Cnesse%40mail.nih.gov%7C48865ac73ade46ac2ebd08dc3ec99d85%7C14b77578977342d58507251ca2dc2b06%7C0%7C0%7C638454282910113539%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=V6Szd5zVUf019Rd0jjQDqUnyA3GgxFCilJLWTqkcJFg%3D&reserved=0

