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Clarissa Urban, MMSc, PA-C, Is a physician assistant in
the oncology division of the UNC Cancer Center in Chapel
Hill.

She graduated from Emory University Physician Assistant
Program in 2014 and worked for five years in adult
hematology and oncology at a community private practice
in Cary, North Carolina.

| /
She joined the UNC Healthcare team in 2019 and works
Clarissa Urban, prc with the gastrointestinal oncology and breast oncology
and has a primary focus on early-phase clinical trials
looking at novel treatments for cancers In adults.

She is certified as a Physician Assistant by the NCCPA
and licensed by the North Carolina Medical Board.
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5 Clarissa Urban, MMsc, PA-C, is a physician assistant
= in the oncology division of the UNC Cancer Center
in Chapel Hill.

4 She graduated from Emory University Physician
= Assistant Program in 2014.

3 Clarissa worked for five years in adult hematology
= and oncology at a community private practice
in Cary, North Carolina.
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Clarissa Urban, MMsc, PA-C, is a physician assistant
= in the oncology division of the UNC Cancer Center
in Chapel Hill.

She graduated from Emory University Physician
= Assistant Program in 2014.

= and oncology at a community private practice
in Cary, North Carolina.

She joined the UNC Healthcare team in 2019
s and works with gastrointestinal oncology
and breast oncology.

3 Clarissa worked for five years in adult hematology

OUR PRESENTER
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Clarissa Urban, MMsc, PA-C, is a physician assistant
= in the oncology division of the UNC Cancer Center
in Chapel Hill.

She graduated from Emory University Physician
= Assistant Program in 2014.

3 Clarissa worked for five years in adult hematology
= and oncology at a community private practice
in Cary, North Carolina.

She joined the UNC Healthcare team in 2019
» and works with gastrointestinal oncology
and breast oncology.

OUR PRESENTER

Clarissa has a primary focus on early-phase clinical
s trials looking at novel treatments for cancers in adults.
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— The role that APPs play in the management of patients on clinical trials has changed significantly over the years.
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This activity has been planned and Implemented under the sole supervision
of the Course Director, Willlam A. Wood, MD, MPH, In association with the
e UNC Office of Continuing Professional Development (CPD). The course
Pari ] director and CPD staff have no relevant financial relationships with ineligible
a= companies as defined by the ACCME.
a The University of North Carolina at Chapel Hill is accredited with distinction
as a provider of nursing continuing professional development by the
= American Nurses Credentialing Center's Commission on Accreditation.
& A potential conflict of interest occurs when an individual has an opportunity
“” to affect educational content about health-care products or services of a
=_ commercial interest with which he/she has a financial relationship. The
speakers and planners of this leaming activity have not disclosed any
relevant financial relationships with any commercial interests pertaining to
this activity.
15
= ]
a2 =]
The role that APPs play in the management of patients on clinical trials has changed significantly
7T over the years.
True
% o |
False
% o |
|!. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app .!l
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Overview of Clinical Trials for the APP

with a special focus on Oncology

Claire Urban, PA-C
July 2023
APP Grand Rounds

17

N(

Disclosures

- None

18

ForEd. ... . ___ _



UNC Lineberger Cancer Network Presented on July 19, 2023

Outline

 Define clinical trials
* Detail different phases of clinical trials

* Discuss documents and resources pertaining to clinical
trials

» Review the grading of adverse events
* Describe clinical trial team

* Discuss diversity in clinical trials

* Expand on phase 1 studies

m UNC IN(
19
= ]
a2 =]
«eiiz— Clinical trials include the study of which of the following?
Drugs
0% 0 i
Behavioral Interventions
0% 0 ]
Medical Devices
0% 0 |
All of the above
0% 0 ]
I!. Start the prese ion to see ent. For screen sh; ftware, share the entire screen. Get help at pollev.com/app .!I
20
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Clinical Trials — NIH definition

« A prospective biomedical or behavioral research study of human
subjects that is designed to answer specific questions about
biomedical or behavioral interventions (new drugs, treatments,
devices, or new ways of using known drugs, treatments, or
devices)

* Clinical trials are used to determine whether new biomedical or
behavioral interventions are safe and effective

* Through clinical trials, we can find new ways to improve
treatments and the quality of life for people with disease.

21

Phases of Clinical Trials

Phase 1
— Often a drug is being studied for the first time in humans
— Purpose:
* To find a safe dose
* To decide how the new treatment should be given (by mouth, in a
vein, etc.)
* To see how the new treatment affects the human body and
addresses disease
— Number of people taking part: 15-30
— A Phase I Dose Escalation Study of the Safety, Pharmacokinetics and

Pharmacodynamics of MRX-2843 in Adult Subjects with
Relapsed/Refractory Advanced and/or Metastatic Solid Tumors

22
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Phases of Clinical Trials

Phase 2

IN(

— Purpose:

* To see how the new treatment affects the body

* To determine if the new treatment has positive effect
— Number of people taking part: Less than 100

— Example: Phase II Trial of ERK Inhibition Alone and in Combination
with Autophagy Inhibition in Patients with Metastatic Pancreatic
Cancer

23

Phases of Clinical Trials

Phase 3

N(

— Purpose:
» To compare the new treatment (or new use of a treatment) with the
current standard treatment
» Expanded # of sites, can be international
» Next step is FDA authorization
 Can include placebo
— Number of people taking part could be > 100- 1000s

— Example: A Phase III Study of Apixaban in Patients With Atrial Fibrillation
(AVERROES)

24
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Phases of Clinical Trials

¢ Phase 4

— Purpose:
— Post marketing studies
* Determine long term effects

— Example: Phase 4 Study of Effect of Aspirin on Flushing in DMF-Treated
Subjects with Relapsing-Remitting MS

25

N(

Question: You have approached a patient about participating
in a phase 1 clinical trial studying a new drug developed
to reduce neuropathy from diabetes.

The patient asks
"Well does it work? How strong is the dose?"
You say:

IN(

26
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= ]
a2 B
weiim— The patient asks "Well does it work? How strong is the dose?" You say:
Yes, it works. We are studying how much improvement each person has
0%
Your dose will be same as everyone else on the study.
0%
The point of the study is to determine what is the safe dose of the drug. People will be on different doses throughout
the study. Once we have a safe dose, a separate study will be done to determine the effectiveness of the drug.
0%
All of the above
0%
I!. Start the presentation to see live content. For screen share software, share the entire screen. Get help at poliev.com/app .!l
27
+ Investigator initiated trials (IIT or IST)
— Could be funded by grants or pharmaceuticals
* Pharmaceutical sponsored trials
» Cooperative group trials — in oncology includes national
cancer institute (NCI) sponsored cooperative groups
like ALLIANCE, ECOG, NRG, ETCTN
m | UNC m UINC
28
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Clinical Trial Documents/Resources

Protocol

— Includes eligibility criteria

— Schedule of Events

Informed consent

» Assessment of adverse events (CTCAE)
Investigator brochure

29

What 1s a Protocol?

» Document that provides road map to your study

* The reason for doing the trial

* How many people are needed for the trial

* Any drugs or other treatments that will be given, how they will be given, the
dose, and how often

*  What medical tests will be done and how often

* What types of information will be collected about the people taking part (blood,
tissue, questionnaires)

» Specifics on concomitant medications

» Ensures study is conducted appropriately and consistently across team members
and sites

» Ensures safety of study subjects and integrity of data generated
m UNC i UNC

30
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Schedule of Events

1apnte /-Z Dose/vose E 1ime and Events dcnedule Lycele 1
D fon Phase Follow-u
Multiple-Dose Treatment (28-day Cycle) EOS/ Early
Vi Withdrawal®
: 10 17 2 28
Study Procedure V|2 42999 s davs) | @ 2davs) | @ 2days) | 2 dave) | @2 davs | VOIRPIE
Assess vital signs" ] X X X X X X X X
A physical examination’ X X X X
Clinical laboratory sample : X | X X X X X X X
Obtain 12-lead (supine) X X
0 7 ; X X
Urine test X X
Collect blood ic samples® | X X
Review concomitant and adverse events | X_| X X X X X X X X
Administer IS clinic’ X X X
Collect blood inetic samples’ X | X X X
Collect blood samples for metabolic profiling X [ x X X
Drug accountability’ X X X X
Urinalysi: X

EOS - End-of-Study; PK =
* Subjects will be leave after the 8 hour PK blood samgple is takén. Subjeots will return the following day for the 24 hour PK blood simple.

The Follow-Up Period will consist of an EOS/Early Withdrawal visit to occur within ~2 weeks after the last dose of study drug or as soon as possible after carly
withdrawal for those subjects who discontinue.

Approximately 10 mL of blood will be collected for safety laboratory Icsis Hcmatulogy white blood cell coum with dlffcrcnlml hcmoglobm, hematocrit, platelet
count, red blood cell count, mean ¢ volume, mean and mean Serum Chemistry: albumin,
alkaline alanine aspartate blood urea nitrogen, bicarbonate, calcium (albumin corrected), chloride, creatinine,
glucose, lactate sodium, total bilirubin, magnesium, uric acid, and total protein.
Study drug will be administered by study site staff after predose procedures have been completed.

[

[ UNC 'DL UINC
Table 7-2 Multiple Dose/Dose Escalation Treatment Time and Exents Schedule Cycle 1
-. Folows
Siuipie-Dose Treatment (23-day Cycie) FOS/ Farly
Visit Day (window) Withdrawal®
W Gl Bl el 3
Stedy Procedure R B k] Y Y 2 | 20| G2 dawn | VA
Assess vital signs™ X X X X X X
3 X
Cl Hestion” X X X X X
vain 12
Erabsont
™
)l bk samplest
Leview concomitant meds ind adv: avents X X X X X X
i X
X X
e metsbolc prof 3 X
Drog X X
Urinalysis X
F0S - Endor Siady FK - phammmcakiatic
* Subjocts will be leave afler the § bour PK blood sample is taken. Subjects will retrn the following day for the 24 hour PK blood sample.
* The Follow-Up Period will consist of an EOS/Early Withdrawal visit 10 occur within ~2 weeks afer the last dose of study drug or as soon as possible afler carly
withdraval for those subjects who discontinue.
. 10mL. for safety Hematology hemoglobin, hematocri, platelet
hiy
alkaline phosphatase, alanine aminotransfcrase, aspartate amisotransfcrase, blood urea mitrogen, bicarbonate, calcium (albamin coerected), chloride, creatinine,
S ot e, oo, pamien, i ol Wi, g, i i, o i
« Dvag sceountabilty will be perforracd and may inclade review of dsing logs and, st the end of each cycle, physical count of any remuining drug supply. Study
drug will be dispensed for daly
* Plasma will be collected for PK amalysis on: Day 1 and Day IMrZ&ymOhﬂm(mdﬁsﬂmu‘hAOHlSmml 1(# 5 mim), 1.5 (+ S min), 2 (+ S min), 4 (= 15
‘mis), 6 (+ 15 min), & (+ 15 min), and 24 bours (predose Day 2 and Day 17 (+ 2 days) trough).
. be collected at the point for in vitro and imeune response assessments: Day | at 0 hours (predose
rough).
. Vi and diastolic beart i mperature. For vital sign measurements, subjects may be cither in
mber and ‘will be collected after a S-minute rest period.
‘ inctude sn . weight, cardiac, respiratory, and gastrointestinal systens as well a3
chice prsicd ey
I UNC 0 [ UNC

32
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* Outlined in protocol
* Disease type

* Allowed comorbidities

* Number of allowed prior treatments

» Laboratory requirements

Eligibility Criteria

* ECOG performance status / Karnofsky status

» Allowed concomitant medications or therapies

;:\ LN 2 | UINC
33
ECOG Performance
Status / Karnofsky
status
M UINC w im | UNC
34
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Informed Consent

Signed by the patient prior to any study procedures
Patient is provided a copy & has time to review it prior to signing
Details purpose/goal of study, study treatment/alternatives to study treatment,

tests/procedures involved, potential risks/benefits, how long study follow-up
will be, any tissue/blood samples that will be collected

Written in approachable language
Written in patient's primary language

35

Adverse Events

Definition: any change in patient's condition from the day protocol treatment
began, regardless of cause

Protocol includes specifics on dose modifications based on specific adverse
events and how severe the adverse events are

Use CTCAE (Common Terminology Criteria for Adverse Events) as standard to
grade severity of side effects.

CTCAE is organized by organ system.

Determine relationship to study treatment (unrelated, unlikely, possible,
probably, definitely) and clinical significance (did you have to take action?)

36
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e Grade 1 Mild

e Grade 2 Moderate

e Grade 3 Severe or medically significant
but not immediately life-threatening

e Grade 4 Life-threatening consequences

e Grade 5 Death related to AE

CTCAE

TG Term. Grade i Grnde 1 Grades Grade s Grade s
= Wermogionn (Vgh LN 130 | Wb <100 ROUNL 61 43 | NS BOLA AImmcs. | Uletrertenng Ceath
RN 2o AN | mmart <300 3900 WU antien dated | comsepsences. wpent
ot terentin dcated

memiranes, shoriness of resh, papEaons of he Mear St SysIOA Ty, eChMTEy, 358 fat gAY

| vgons wete
Wone e PO o~ I o
s than 2 weets
ey o age rormalcodarry forsge | om narmal o age
cmaes

[T o
cospsin Veedng iy consnpuancer, rpest

tervenion rdcated
Tonmoshie Ton s rameine T T oo vtnes T

T
Tebrie revtromens NG <TI0 ) o | e Breeig 0
secen
€001 degrees ) o 0
Watanad temowarre ot

o [ UNC

Using CTCAE - Example

"Determining Total Body Surface
Area." https://www.health.state.mn.us/communities/ep/surge/burn/tbsa.html.

» Patient AB is participating in a
clinical trial studying a new drug to
prevent diabetes related neuropathy.

* AB presents on the first day of the
next cycle with labs for evaluation
per protocol.

* They report since starting the drug
they have a new rash.

* What to do?

18 May 2023

a IDL UNC

38
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Using CTCAE - Example

» Rash covers chest. It is an erythematous papular rash.
e AB reports that the rash is not bothersome and they have not tried anything on it.

Navigational Note: -

with symptoms of pruritus or
tenderness

with symptoms of pruritus or
tenderness; associated with
psychosocial impact; limiting
instrumental ADL; papules
and/or pustules covering >
30% BSA with or without mild
symptoms

ds or blackheads, and can be

Infections and infestations
CTCAE Term Grade 1 Grade 2 | Grade 3 Grade 4 Grade 5
Papulopustular rash Papules and/or pustules Papules and/or pustules Papules and/or pustules Life-threatening Death
covering <10% BSA, which covering 10-30% BSA, which covering >30% BSA with consequences
may or may not be associated may or may not be associated moderate or severe

symptoms; limiting self-care
ADL; IV antibiotics indicated

Definition: A disorder characterized by an eruption consisting of papules (a small, raised pimple) and pustules (a small pus filled blister), typically appearing in face, scalp, and upper
chest and back. Unlike acne, this rash does not present with

ic, with itchy or tender lesions.

1 UINC 2 UINC
39

* Based on CTCAE, grade 1 rash.

* Next steps, is it related to study drug?

* Management?

Infections and infestations
CTCAE Term / Grade1l N\ Grade 2 | Grade 3 Grade 4 Grade 5
Papulopustular rash /fapules and/or pustules Papes and/or pustules Papules and/or pustules Life-threatening Death

covering <10% BSA, which covering 10-30% BSA, which covering >30% BSA with consequences
may or may not be associated may or [nay not be associated moderate or severe

Navigational Note: -

with symptoms of pruritus or
tenderness

ing#fumental ADL; papules
nd/or pustules covering >
30% BSA with or without mild
symptoms

or blackhead:

and can be

symptoms; limiting self-care
ADL; IV antibiotics indicated

Definition: A disorder characterized by an eruption consisting of papules (a small, raised pimple) and pustules (a small pus filled blister), typically appearing in face, scalp, and upper
chest and back. Unlike acne, this rash does not present with d:

ic, with itchy or tender lesions.

40

ForEd_ . __

20



UNC Lineberger Cancer Network

Investigator Brochure

Document that outlines information about investigational
agent

Results of previous studies in which the investigational
agent was used

Often includes studies in humans, animals, and cell lines
Has information on previously identified adverse events

Great resource to reference when determining causality of
adverse event

M UNC “ | UINC
41
= ]
a2 =]
Your patient who is participating in a clinical trial asks you "When do | have to come back?" You
‘‘‘‘ immediately pull up the:
Informed Consent
% o |
Investigator Brochure
% o |
CTCAE
% o |
Schedule of Events in Protocol
% o |
I!. Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app .!I
42
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Regulatory and Administrative Details

* Multiple Levels of Review
— PRC (Scientific Review Committee)
— NC TRACS/ GCRC (General Clinical Research Center)
— IRB (Institutional Review Board)
— NIH Office of Extramural Research
— FDA - IND
— Institutional Administrative Review
* Financial, legal, logistical

N(

N(

43

Clinical Trial Team — Principal Investigator

* Principal Investigator (PI) has ultimate responsibility for the team’ s
performance on the:
— Science
— Integrity of the research
— Business operations
* Understands and follows the protocol as approved by the IRB
» Follows all applicable federal, state and institutional regulation
» Pl responsibilities are stated in the FDA regulations
» PI can delegate responsibilities to clinical trials study team

— Study team does day-to-day functions involved in a clinical trial
— Pl ultimately is responsible for the research and actions of the study team

44
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Who are the other players?

* Sponsor: An individual, company, institution, or organization
which takes responsibility for the initiation, management,
and/or financing of a clinical trial.

o Investigator: A person responsible for the conduct of the
clinical trial at a trial site.

* Sponsor-investigator: An individual who both initiates and
conducts, alone or with others, a clinical trial.

* Clinical Research Nurse

* Study Coordinator

* Data manager or CRA

* Regulatory

N(

N(

45

Diversity in Clinical Trials

Difference in response to medical products has been observed in racially and
ethnically distinct subgroups by the US population. Could be related to intrinsic
factors (e.g., genetics, metabolism, elimination), extrinsic factors (e.g., diet,
environmental exposure, sociocultural)!

Factors that affect risk and likelihood of developing a disease, long-term health
outcome and responding to treatment include: age, biological sex, pregnancy
status, life experiences, substance use, educational/employment opportunities,
adequate sleep, diet, physical activity, pollution, access to health care

46
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Diversity in Clinical Trials

* Clinical trials should be inclusive of racial and ethnic minority groups.

* Clinical trials should be inclusive of populations experiencing health disparities,
sexual and gender minority groups, socioeconomically disadvantaged
populations

 Participants in trials should represent the populations that will use the medical
devices

NI(¢

47

Lack of Diversity in Clinical Trials

FDA summary report of clinical trials between 2015 and 2019 shows that non-
Hispanic white populations compose 78 percent of participants enrolled in U.S.
trial sites, though they comprise 61 percent of the country’s population.'

* Majority of women participating in clinical trials in the United States are white
women (78 percent between 2015 and 2019). Trials routinely exclude pregnant
and lactating individuals.'

* 30 vaccine trials from 2011 to 2020 indicated that white participants often are
overrepresented, while Black and other minorities tend to be underrepresented.?

* Only about 12.1 percent of participants in these vaccine trials were over 65

years of age.?

48
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Why is there a lack of diversity in clinical
trials?!

* Mistrust

» Lack of comfort with trial process

» Lack of information about clinical trials

» Time and resource constraints associated with participation

» Lack of awareness about the existence/importance of clinical trials

» For older adults, participation is diminished due to eligibility criteria, concern
for toxicity/patient age, transportation limitations, patient knowledge limitations,
burden of time with participation

49

Diversity in Clinical Trials

» Previous events have contributed to mistrust in clinical research

» U.S. Public Health Service Syphilis Study at Tuskegee between 1932-1972
— No informed consent conducted outlining study's risks
— Study population was African American men
— Withheld penicillin to treat syphilis (available in 1945) to study the disease untreated
— Resulted in creation of Belmont Report in 1976 which details ethical principles and

guidelines to protect research participants
* Members of Havasupai Tribe in Northern Arizona gave DNA samples for
diabetes research (early 1990s)

— Learned samples were used to study ethnic migration, schizophrenia, other genetic markers
— Not included in informed consent

50
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Efforts to Improve Diversity in Clinical Trials

NIH Revitalization Act of 1993 passed to establish guidelines for the inclusion
of women and persons from racial & ethnic minority populations in clinical
research

NIH Research Conditions and Disease Categorization Inclusion Statistics
Report provides data on participants in NIH studies by race, ethnicity,
sex/gender

NIH updated policy on inclusion of women and people from racial and ethnic
minority populations now requiring results of analyses by sex/gender, race,
ethnicity be submitted to clinicaltrials.gov

Now have sexual orientation and gender identity questions as part of health care
questionnaires

Effort to include people with different socioeconomic statuses in trials

51

\=4

UN

Efforts to Improve Diversity in Clinical Trials

FDA has issued recommendations for enhancing diversity in trials

Scrutiny regarding eligibility criteria
— Don't use template eligibility
— Consider allowing mild organ dysfunction (heart function)
— As excretory/metabolic pathways, DDI become available, expand eligibility with less exclusions
related to conmeds/comorbidities

Identify drug metabolism/excretion across different populations early
in development

Consider additional testing in women who become pregnant during trial to assess
safety in pregnancy

Make participation less burdensome (virtual visits, health tools at home)

Engage with patient advocacy groups early on in drug development
Yarying recruitment techniques (social media, social groups)

52

ForEd_____

e ]

Presented on July 19, 2023

26



UNC Lineberger Cancer Network Presented on July 19, 2023

Diversity in Clinical Trials
TABLE B-1 ics of P i in Trials by NIH Centers and Institutes
2013 (%) 2014 (%) 2016 (%) 2017 (%) 2018 (%)
Female 443 472 s a9 524
Amenican Indian 21 3 ox 07 Lo
Asian 151 n2 4 264 78
Black/African American 122 143 100 108 135 Imgﬁvliing Represemghé)n in Clinical Trials and Research: Building Research Equity for Women
- - and Underrepresented Groups.
Native HubnllnPicifichimidm 0. j08 08 oL 102 National Acadermics of Scieﬁces, Engineering, and Medicin; Policy and Global Affairs;
White 29 95 496 o9 600 Committee on Women in Science, Engineering, and Medicine; Committee on Improving the
More thas | race 1 (8] 20 19 23 ion of Women and U Minorities in Clinical Trials and Research;
Unknown race 11 1 20 19 23 Bibbins-Domingo K, Helman A, editors.
i (DC): National Academies Press (US); 2022 May 17.
Hispanic 9% %1 108 67 85
Noo-Hispanic 86.1 896 626 818 762
Unknown ethnicity 4l 23 24 98 120
Sum of all races 847 845 7S 98 572
Sum of all cdhmicatics 1000 1000 95K 983 9.7
1 UINC 5 i UINC
53
Expanding on Phase I Studies
 First evaluation of a new therapy in humans (FIH)
*  Objectives:
— Identify dose-limiting toxicities (DLT)
— Identify the maximum tolerated dose (MTD)
— Assess pharmacokinetics (drug metabolism and clearance)
* Typical starting dose = 1/10th the LD, in mice
* Dose and escalation scheme are a balance between
safety and speed
« Eligibility in cancer patients: patients with
advanced malignancy refractory to standard
therapy or for which no effective therapy exists
M UINC M UNC
54
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Standard Dose Escalation Design

Modified Fibonacci
— Italian Mathematician and Number Theorist

— Percent increase in dose decreases as dose levels
increase

— Increase dose by 100%, 67%, 50%, 40%, 33% etc ';1"‘

— 10mg, 20mg, 33mg, 49mg, 69mg, 92 mg

3-6 patients per cohort.

— If no toxicity in first 3, proceed to the next dose level.
— If 1 DLT, expand to 6.

— If>1 DLT out of 3-6, then stop.

— DLT = Toxicity or toxicities that, due to their
severity or their duration, are considered to be unacceptable

IN(
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Maximum Tolerated Dose

Inconsistently defined. Either:

— Dose at which > 33% of patients experience
unacceptable toxicity (DLT in>2 of 3, or > 2 of 6) or

— 1 dose level below that
MTD = Dose with DLT (in Europe and Japan)

MTD: 1 level below DLT (in U.S.)

6 - 10 patients treated at the recommended Phase
1T dose (MTD or 1 dose level below)
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Pharmacokinetics
“what the body does to the drug”

» Mathematical description of the behavior of drug and metabolites
* Provides information on:

— Absorption (if oral drug)

— Distribution into compartments

— Metabolism

— Excretion
» Variability within and between patients

IN(
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Pharmacodynamics
“what the drug does to the body”

* Both toxic and therapeutic response
* Variables to consider

— Peak effect, time to effect, duration of effect
— Response, TTP, survival, serum markers

IN(
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Timeline of a new cancer therapy

Developiag 2 new medicine takes an average of 10-15 yesrs

>
x
w
>
o
o
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o
w
x
o

m UNC 50 [ UNC

Useful links

e CTCAE version 5:
e https://ctep.cancer.gov/protocoldevelopment/electronic _applications/docs/ctcae

v5 quick reference 5x7.pdf

* Clinical trials database: www.clinicaltrials.gov

* CTCAE app for your phone: https://apps.apple.com/us/app/ctcae-
plus/id1097838147

» Patient friendly material on clinical trials: https://www.nih.gov/health-
information/nih-clinical-research-trials-you

=

INC M | UNC

{
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Resources

institute on Minority Health and Health Disparities. hitps. cnimbd.nib gov/Tesc derstanding-health-disparities/d and-inclusi

+ Enhancing the Diversity of Clinical Trial Populations — Eligibility Criteria, Enrollment Practices, and Trial
Designs [ips fda.gov/media/127712/download

+ National Academies of Sciences, Engineering, and Medicine; Policy and Global Affairs; Committee on Women in Science, Engineering, and Medicine;
Committee on Improving the Representation of Women and Underrepresented Minorities in Clinical Trials and Research; Bibbins-Domingo K, Helman A,
editors. Improving Representation in Clinical Trials and Research: Building Research Equity for Women and Underrepresented Groups. Washington (DC):
National Academies Press (US); 2022 May 17. Appendix B, Key Trends in Demographic Diversity in Clinical Trials. Available from:
hitpss cocbinimnib.gov/books/NBKI84302,

+ National Academies of Sciences, Engineering, and Medicine; Policy and Global Affairs; Committee on Women in Science, Engineering, and Medicine;
Committee on Improving the Representation of Women and Underrepresented Minorities in Clinical Trials and Research; Bibbins-Domingo K, Helman A,
editors. Improving Representation in Clinical Trials and Research: Building Research Equity for Women and Underrepresented Groups. Washington (DC):
National Academies Press (US); 2022 May 17. 2, Why Diverse Representation in Clinical Research Matters and the Current State of Representation within the
Clinical Research Ecosystem. Available from: https://wwiw.ncbi.nlm.nih. gov/books/NBK 584396/

+ Many slides borrowed from Claire Dees

61

=]
wiee— Questions/Comments?

Nobody has responded yet.

Hang tight! Responses are coming in.

I! Start the presentation to see live content. For screen share software, share the entire screen. Get help at poliev.com/app .!I
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University Cancer
Research Fund

I‘mUN(‘ LINEBERGER COMPREHENSIVE
= _+ | CANCERCENTER

UNC Lineberger Cancer Network

THANK YOU!

The Telehealth Team

Tim Poe, Direcer
Veneranda Obure, g Suppor Specalst Andrew Dodgson, DPT, Cuntiuing Education Specalit
Jon Powell, P, cotinuing Education Specalist Nadja Brown, inteim Adminsrative Support Specalist

Oliver Marth, tesmong suport fedrican Patrick Muscarella, recinology Support istniclan
Lauren Lowe, ini«n
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i -
Therapeutic Approaches

for SoftTissue Sarcomas: 2023 Update
Mark Woodcock, MD

Hloca ot
Cognitive Impairment in Cancer: Updates in

Understanding Causes and EffectiveTreatments
Zev Nakamura, MD

- —

I)g\Teloping Comprehensive Exercise Programming

for People Affected by Cancer
Carly Bailey, MA

UPCOMING LIVE WEBINARS

Complete details on upcoming Live Webinars:
learn.unclcn.org/live-webinars
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Parenting with Cancer
Justin Yopp, PhD

1
o L[y
| The Ketogenic Diet for Brain Tumor Patients:

A Phase 1 Trial and Beyond
Jethro L. Hu, MD

Cancer Pathology: How Diagnosis Drives Treatment
Yuri Fedoriw, MD

Today's webinar wil be avallable In about one month Complete details on Self-Paced Oniine Courses:
as a FAEE, Self-Paced, Online Course learn.unclcn.org/spoc

SELF-PACED, ONLINE COURSES
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= UNC Lineberger Cancer Network
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(= Email: unclen@unc.edu
g Call: (919) 445-1000
; Send us an email to sign up for our monthly e-newsletter.
g Check us out at unclcn.org
e
=
==
o n facebook.com/unccn o @unc_cn
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