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Providing optimal care through promotion of professional standard, networking and development

Oncology Phase 1 Clinical Trials:
Why Do Patients Participate? Are they Ethical?
Lisa Malburg ANP-BC, AOCN

It is estimated that 1,658,370 new cases of cancer will be diagnosed
in 2015. Of the patients living with cancer, an estimated 589,430 will
die during 2015 (American Cancer Society, 2015). Fortunately, cancer
death rates have been declining at a rate of 1.4-1.8 percent a year
since 2002 (Kohler, 2015). This decline is largely due to advances
in early detection as well as new approved therapies. These new
therapies are developed through a well defined process of clinical
research. Clinical trial participation by adult cancer patients has been
traditionally low. Only 3% of adult patients agree to participate in
clinical trials (Insititute of Medicine (US) Forum on Drug Discovery,
Development, and Translation, 2010). Clinical trials can be classified
by type and phase. Most clinical trials in cancer are treatment trials.
These trials involve a series of steps, also called phases. The drug
being evaluated goes through preliminary testing on animals and
then proceeds through phases 1 through 3 trials in humans. The goal
is to obtain FDA approval if efficacy and safety are demonstrated
(National Cancer Institute).

Despite these advances in the efficacy of phase 1 clinical trials for
advanced cancer patients, the relatively low response rate has brought
several ethical issues to the forefront for discussion. These include
therapeutic misconception, participants’ motivation, and patients’
ability to give informed consent (Seidenfeld, 2008). Therapeutic
misconception means unrealistic expectation of benefit of the trial
design. Therapeutic misestimation is incorrectly estimating the
chance of research benefit (Godskesen, 2013). These two concepts
were studied by Pentz, et. al (2012). They reported that sixty-five
of 95 respondents (68.4%) had therapeutic misconception, which
was associated in a multivariate analysis with lower education and
family income (P = .008 and P = .001, respectively), but it was not
associated with the vulnerability of having hardly any treatment
options. Eighty-nine of 95 respondents (94%) had therapeutic
misestimation, although only 18% reported this estimate was based
on fact. Sulmasy, et. al (2010) found similar results in qualitative
research looking at expectations
of therapeutic benefit. Median
expectations of therapeutic benefit
varied from 50% to 80%. Justification
for this expectation invoked hope
and optimism. This was related to
the effect of positive thinking on
outcome, fighting cancer as a battle
and a faith in God or science. However, contrary to the belief of
some bioethics experts, many patients reported being told that few
patients would benefit and that there were uncertainties in the clinical
research. Despite this they still expected personal therapeutic benefit.
(Sulmasy, 2010).

Most clinical trials in cancer are
treatment trials. These trials involve a
series of steps, also called phases.

The purpose of phase 1 clinical
trials is not to demonstrate efficacy
but to find a safe dose, to verify
the method of administration, and
to assess side effects (toxicities).
Although no placebos are utilized
in phase 1 trials, the dosage the patient receives varies depending
on the time of study entry. Dose escalation is done three patients at
a time in order to identify any serious toxicities. When serious side
effects (dose limiting toxicities or DLTs) are encountered, the dosage
is reduced to the next lowest level. A minimum of three additional
patients are treated at that dose. If this dose appears tolerable, then
the maximum tolerated dose (MTD) has been determined. This is
also sometimes referred to as the recommended phase 2 dose (R2PD)
(Ivy, 2010). Phase 1 trials are appropriate for patients who have
exhausted standard treatment options or for whom limited treatment
options exist. The largest recent examination of the treatment benefit
received from phase 1 trials revealed an overall response rate of
10.6 % in 10,402 patients. This response rate had increased with
the advent of molecular targeted therapies from 6% seen previously
(Horstmann, 2005). Italiano, et al. (2008) recently reviewed the
efficacy of phase 1 trials at their own institution from 2003 through
2006 and found a 7.2 % objective response and a 41% stable disease
rate. 56.6 % of patients were able to go on and receive additional
treatment after their participation in a clinical trial. For some tumor
types, progression free survival rates were similar to those of FDA
approved 3rd line therapies (Italiano, 2008).

The second issue of concern involving phase 1 clinical trial patients
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From the Editor

management has also changed significantly with the advent of long
acting pain medications and topical delivery systems. I remember
when the only option for pain management was methadone and
a green morphine elixir. The list of chemotherapies now includes
biotherapies. Something that no one had thought of when I first
became an oncology nurse.

Carole Bauer

RN, MSN, ANP-BC, OCN, CWOCN
40 years of Oncology Nursing

But the thing that has remained the same over all of these 33 years
is the quality care that nurses committed to oncology provide. Yes,
the tasks have changed, but the compassion, commitment, curiosity,
and courage of those providing has not.
Oncology nurses are a bred of their own
and I am proud to be one; one who puts
caring for cancer patients above all else.

It is amazing to me that the Oncology Nursing Society is 40 years
old this year. I have been a nurse
since 1982- that is 33 years…only 7
years short of the length of time of the
Oncology Nursing Society. While I have
not always been a member all those
33 years, I have always been and will
always be an oncology nurse.

...the thing that has remained the
same over all of these 33 years
is the quality care that nurses
committed to oncology provide.

So what can we look forward to in the
coming years? Will we see improved
prevention strategies? Will there be
better ways to detect cancer at earlier
stages? Will treatments be customized to each person’s genetic
makeup? Will cancer be eradicated? Will cancer become a chronic
illness? Will cancer be preventable? The sky is the limit. All I
know is that no matter the direction oncology nurses will be there
supporting, caring, providing compassion to not only the patient, but
to the family and the entire health care team.

Throughout my career, I have often
thought of the milestones I have lived
through as an oncology nurse. I can remember when we first began
to use ports for infusions. I remember it so clearly as it was the year
my first child, now 30, was born. I was just working weekends so it
was a big learning curve to learn about ports.
Medications to care for cancer patients have changed. Pain

The MDONS nurses were represented at Congress in many poster
presentations. Pam Laszewski and her team presented their research
on Promoting Adherence to Skin Care Practices among Radiation
Oncology Patients. Brenda Kramer and Ann Payne presented their
poster on Improving Patient Care in the Ambulatory Setting. Clara
Beaver and Sandy Randolph had a poster titled Using an Auditory Cue
to Increase Adherence to Timely Pain Reassessment.

Oncology Nursing
Society Congress
By Pam Laszewski, RN, OCN
and Clara Beaver, MSN, RN, AOCNS, ACNS-BC

ONS started a new program this year with some nurses doing
e-posters. These posters were electronically displayed and the nurses
gave a short presentation on their findings. MDONS member Lindsey
Cleveland was able to present her poster and findings on Bedside
Shift to Shift Report. Susanne Suchy also presented her research
on Increasing Gynecological Oncology Patient Satisfaction with
Pain Management through Nurse Education during the e-poster
presentations.

The sunshine filled city of Orlando opened its arms and welcomed
3,000+ oncology nurses to Congress 2015. Congress is always an
exciting place to be. It has so much to offer everyone. There are many
lectures and learning opportunities to be had. There is no time to
sleep as the learning starts at 6 AM and goes late into the evening. One
of favorite morning lectures is always the ONCC breakfast. At this
breakfast they take time recognize all the certified nurses’ and their
achievements, mixed in with a fun/educational lecture. You are able
to connect with friends from all over the world who are going through
many of the same things as you. Don’t forget the vendors who are
there sharing all of their education about new and old products.

Paula DesJardins provided a podium presentation on Using
Technology to Improve Nurse and Patient Outcomes. She discussed
how a new electronic medical record system was implemented in a
multicenter hospital system. The overall theme of her presentation
looked the use of nurses to help develop EMR nursing assessments
with a focus on patient care.

Congress opened up with a celebration of the 40 year anniversary.
The keynote speaker was Kevin Sowers RN, MSN. He is the President
of Duke University Hospital. Mr. Sowers took us on a journey over
the last 4 decades of cancer care. He talked about how the oncology
nursing society was formed by a small group of oncology nurses who
felt they could make a difference. It is amazing how much has changed
over the past 40 years. Not only has treatment changed, but also the
way nurses use their voice to protect themselves and our patients. It
was a nice historical presentation which made the audience proud
to be oncology nurses and proud to be part of such a wonderful
organization.

There was a lot of nursing research presented at congress. There were
posters on chemotherapy administration, patient education, radiation
therapy, infection control and many more. It is always interesting to
read about the continuing evidence based research that is happening.
The authors of the posters are there to discuss any questions or ideas
that may be had.
I always walk away from congress feeling regenerated and ready to
increase my practice with the knowledge that I have learned. I look
forward to informing my co-workers about the new things that I
learned. I also look forward to being able to network with the new
friends that I met. It a privilege to be able to stand with your peers and
listen to all of the nursing accomplishments that are happening around
the world. Knowing that we are making a difference for our patients
each and every day.

The lectures are always well presented and very interesting. Some
of this year’s topics included pain management, complimentary
therapy, social media, mucositis and HPV. The lecture on mucositis
discussed using Low Level Laser therapy. Annette Quinn, from UPMC
Presbyterian Shadyside discussed how they were having very good
results from using this therapy.
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Highlighting
a member

career was put on hold for a short while as she recovered from
vasculitis-a disorder that destroys blood vessels by inflammation.
Treatment required long term immunosuppression therapy;
currently the vasculitis is in remission. Angela entered oncology
as an infusion nurse at Great Lakes Cancer Specialist. In 2009
she joined the Phase I clinical trial program at Karmanos
Cancer Institute where she takes care of patients undergoing
experimental therapeutics. “The best part of my day” says
Angela “is building relationships with patients.”

Angela Saputo, RN, BSN, OCN

®

I would like to introduce you to
Angela Saputo, RN, BSN, OCN.
Angela has been a registered
nurse since 2003, and has
worked in oncology since
2006. Angela explained
that nursing was a
profession she had aspired
for since childhood. After
graduating from Chippewa
Valley High School, she
entered pre-nursing studies at Oakland University.
During the education trajectory, Angela worked as a nurse
technician at the former Mount Clemens General Hospital. Her

Professionally, Angela projects passion in her work.
She is regarded by her patients as a very caring and
compassionate advocate. Her colleagues describe
her as a hard-working and kind. Personally, Angela
is happily married for over ten years. She is expecting
to have a new addition to her family very soon and
could not be happier. When not caring for patients,
Angela enjoys bowling on a league with her husband,
crocheting, and video games. Her advice for nurses is to
find your passion and develop it. Life is too short to not
enjoy your work.
Denise Weiss PhD, FNP, BC

Meeting Summaries
Difficult Communication
in Oncology Nursing

• Appearance: grooming, clothing, accessories
• Tone of voice, volume, pitch, rate of speech, use of pauses
and silence
• Time perception
• Attentiveness to verbal and non-verbal messages.

Presented by Sandra Remer, RN, BS, OCN
If you missed the first MDONS Saturday Meeting, a new forum for
our continuing education credits, you missed a wonderful start-up.
Our first speaker was Kathleen Hardy, LMSW a familiar friend and
colleague. Kathleen’s topic was communication. She began with
the basics of communication and went on to describe what difficult
communications are and how they take place.

Communication Axioms: We are always communicating even when
we think we aren’t, because communication is all encompassing.
•
•
•
•

Kathleen defined communication as a process of mutual influence
that is ongoing and dynamic. The purpose is to impart information
and affect. All communication occurs in relationship to other
person(s) and it occurs verbally
and non-verbally. Kathleen gave us
examples of patient she has worked
with in order to illustrate the
objectives of communication and
why relationships are necessary
and important.

One cannot “not” communicate
Communication occurs on two levels
Nonverbal communication is most powerful
Congruence between verbal and non-verbal messages enhance
credibility. (don’t’ say one thing and do another)

She recommended we not dismiss the patients need for information
and to help them maintain control
of meaning, hope and purpose as
well as to help them reflect on the
meaning of their life. She suggest we
allow patients to discuss their feeling
especially about the future.

Hope is a multifaceted construct
with no universal definition.

Communication Barriers: Nurse, patient/family/caregiver

Nonverbal communication: Kathleen explained the following
and suggested we never assume how someone will react, as
well as to mimic the patients tone and volume to help make the
communication take place. She told us that if we don’t look the part
of a sincere communicator, people will not think we are and not
welcome us into their “space”.
•
•
•
•

Nurse: Failure to listen, failure to address concern of the other,
incongruence, parroting, being judgmental, false reassurance,
offering advice, changing the subject, defending role responses,
patronizing, distancing, role/scope of practice, lack of time.
Patient/Family/Caregiver: Belief that noting will help, not
wanting to be a burden/distract the nurse/doctor, not wanting
to appear weak, not a legitimate concern, not wanting the
information, responding to provider message to not address the

Consider role of culture and content
Body movement, gestures, eye contact, position
Use of touch
Space and distance “personal space”

Continued on following page
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Meeting Summaries
in Hospice
• Lower health care cost in last week of life
• Discussions with patient to elicit their values, preferences,
concerns that form decision making for health care and end
of life care. This is a process not an event and decisions may
chance over time.
• Increases patient-family satisfaction; decreases family distress;
improves patient-family-provider communication.

Difficult Communication
in Oncology Nursing Continued from previous page
topic, denial of seriousness of diagnosis, culture.
Kathleen recommended we assure them that their feelings and
needs are very important and of great concern to staff. She also
stressed that it is very important to be aware of any cultural needs
and build the relationship with that are of concern.

ACP is important because it:
• Allows the patient to state their wishes
• Empowers patients with some control in disease management
and end of life planning
• Promotes trust
• Normalizes the discussion of end of life planning and allows
ACP to be seen as ordinary like any other treatment discussion
• Relives the surrogate decision maker of the burden of making
difficult decisions.

She gave us therapeutic communication techniques:
• Listening
• Silence
• Open ended questions
• Acknowledgement
• Restating, Reflecting
• Clarifying
• Validating
• Focusing
• Summarizing
Listening requires hearing, understanding,
• Planning

ACP is hard because it is a sensitive
topic, being difficult to ask the
questions and raise issues. Finding
analyzing, reflecting and summarizing to
the appropriate language and
Kathleen discusses two new
affirm that you have heard correctly.
the concern that the patient will
communication concepts in
miss understand the intent of
nursing practice:
the discussion (new diagnosis or
prognosis), fear of frightening the patient, and appropriate timing
Emotional Intelligence: The ability to correctly identify emotions
of conversation.
in others and self, using emotions in reasoning, and understanding
emotions and manage them.
Challenges for providers are:

• Little education and training in end of life care
• Concerns that ACP could lead to futile treatments or encourage
use of life support sustaining therapies whether appropriate
or not
• Fear of litigation
• Lack of time to get to know patients and families
• No knowledge about previous discussions of wishes,
preferences and goals of care
• Lack of documentation of important conversations
• Expectations of outcomes of the conversation.

Motivational Interviewing: helpful in settings of ambivalence and
resistance. The focus on understanding the patients’ motivation
of a behavior/decision and supporting self-efficacy. Everyone
comes from a different point of view and it is critical to accept
and develop what is needed to allow the relationship to grow and
allow patients to make their own decisions and discuss where they
are. She recommended we leave our attitudes, feelings out thus
allowing patients to talk more that we do, as they will then open up
to express what is important to them.
Things that make conversations difficult are disagreement about
facts, the timing of a conversation and our own emotions. Kathleen
stated uncertainty is huge, she recommended that we make sure
that all of our information is consistent and clear and that we have a
plan and that we use techniques which we practice, but also to trust
our gut instincts. It is important that we put information in writing
as people lean in different ways (visual, auditory and sensory).
Listening and being present in the moment are key elements
to effective communication. Both require focus and energy.
Listening requires hearing, understanding, analyzing, reflecting
and summarizing to affirm that you have heard correctly. Presence
requires being available physically, emotionally and intellectually.

Challenges for patient:
• Often patient’s wishes are unknown or not honored
• May feel pressured to receive therapies they don’t want
• Fear of abandonment
• Don’t know they can decline threaten in any setting and time
• Don’t know about options such as home services
• Have poor insurance coverage for palliative/end of life care
Ethical Consideration for ACP: Respect for persons – Advocacy –
Veracity – Decision making
Here are some basic you need to know:
• Values: What does the person hold dear in life? What is their
definition of quality of life and what gives them strength?
• Beliefs: What is person’s meaning of life; What is the person’s
religion; is the person spiritual; what are the person’s thought
on the afterlife?

Advanced Care Planning (ACP)
ACP discussions benefits for patients with a terminal illness and life
expectancy </= 1 year
• Does not shorten survival rather improves survival
• Lower rates of ICU admission
• Improved quality of life with earlier enrollment and longer stay

Continued on following page
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Difficult Communication
in Oncology Nursing Continued from previous page

of outcome. Clarifying hopes for outcomes is a part of ACP as it
reframes hope we need to elicit goals from families and achieve a
common understanding about them. At the same time we must
be able to respond to difficult questions such as am I dying, Is the
cancer worse, or will you help me die. The best response is often
to explore the question and built the nurse-patient relationship
through trust and veracity. Remembering to not be afraid to say “I
don’t know, but I will try and find out”. Also remember not to make
promises you cannot keep. Validate emotional responses and offer
support.

• Preference for Care: What are the goals of care? Will use of lifesustaining treatment assist in achieving goals and where does
the patient want care if dying?
When to initiate discussion: The discussion is routinely done when
you first meet the patient, during discussion regarding diagnosis
and treatment, when a poor diagnosis is being presented or during
non-urgent treatment decision. It is urgent when there are difficult
decision to make or when there is an unexpected change in clinical
condition. Kathleen recommended starting with conversation with
any of the following phrases:
• Have your thought about “if things don’t go well?
• The extent of treatment you would want?
• Who would make decisions for you in the case you could not
make them?
• How you would guide them in the decisions?
• What you would want if your disease became more advance?

If you have a conflict find a shared perspective or goal, remembering
that the patient’s wishes and the best interests of the patient take
precedence over everything else. You can ask the question, help me
understand your position, concerns, emotions, motivations may
ease the conflict. Address the conflict, explore it and problem solve
to arrive at a common solution
Kathleen provided us with a list of helpful phrases as well as an
extensive list of references for review and incorporating information
into our skillset for communicating especially when communication
is difficult. Many thanks to Kathleen for helping to make
communication easier.

Hope is a multifaceted construct with no universal definition. Hope
is a belief, desire, expectation or wish for positive future occurrence

Ask: address concerns, goals, values, understanding

Spirituality and Facing End
of Life: A Time for Listening
and Presence

Tell: provide information
Ask: acknowledge emotions and feelings

Presented by Debra Mattison, LMSW, OSW-C, ACSW, BCD
Summarized by Sabrina Richer, RN, MSN

The process of decision making can be as/more important than the
decision itself. Most of us don’t use this model. We use more “tell”
for our part. We need to determine both the goals of care and the
treatment decision but always begin with the goal.

This year’s President’s dinner lecture was given by Debra
Mattison. Debra presented us with a wonderful lecture on
spirituality and end of life. She began by discussing spirituality.
What is spirituality? Spirituality is looking at your inner self,
yourself as an individual. Does your life have meaning and
purpose? Is there potential and capacity for growth? As Lama
Surya Das (Natural Perfection, Tibetan Energy) states, “The
spiritual life is living for something greater than yourself. Anyone
can and must fill in for themselves what that something is.”

Ask-Tell-Ask Model
Ask: What does the person/family understand?
“Can you tell me what you understand about your diagnosis/
condition?”
“What has the doctor explained to you?”

As we approach the end of life, there can be spiritual challenges.
We start to confront our own personal mortality, examine
past losses, and search for meaning. Did we really contribute
something in our lifetime? Some of the questions that we have
usually include; Who am I? What will I do? What do I believe
in? What is possible in the face of this illness? How do I deal with
anger, regret, and fear?

“What are your fears and hopes?”
“What is most important for us to talk about?”
“What trade-offs are you willing to make and not willing to make?”
Tell: Use straightforward language and digestible chunks. Build on
the patient’s existing knowledge.

We have all had difficult end of life conversations with patients.
Some include goals of care and treatment decisions. Others
involve code status, prognosis, dying discussions, palliative care,
or hospice. Every conversation with a patient needs to include
what is happening (the facts), how does that person feel (feeling),
and what does this mean (meaning). We should be using the:
Ask-Tell-Ask Model.

Ask: “Could you tell me how you are feeling about what we have
discussed?”
“Can you summarize what you understand?”
Continued on following page
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Spirituality and Facing End of Life:
A Time for Listening and Presence

Tell: “Given the experience I have seen with similar people, it would
not be surprising….”

Continued from previous page

Ask: “What do you and he/she need to support you right now?”

“Is there something else you would like to know/ask about?”

Palliative Care and Hospice

Keep futility in context. It is always relative to a goal. A treatment
may be ineffective or futile but care is never ineffective or futile.

Palliative Care:				
• A right
• Any time during disease process
• Compatible with any treatment
• Variable services

Ask: What have you been thinking as we have seen the treatment
not be as effective as we had hoped?
Tell: “I wish there was another effective treatment to…but there
isn’t” “Let’s step back and look at the big picture.”

Hospice:
• A choice
• Must have terminal disease
• Cannot be in active treatment
• Defined set of benefits

Ask-Tell-Ask
Ask: “What do you understand about hospice/palliative care?”

Code Status

Tell: Give information accurately about scope, services, benefits

Think of the language you will use and the impact it will have on
the patients.

Notice the words that you use with patients. How would you feel??

“Do you want us to do everything we can?”

“She failed the treatment they were giving and its getting worse.”
“There is nothing more we can do for you.”

“If your heart should stop, do you want us to help you?”

“Do you want to try again with another type of treatment?”

These questions will always invoke a positive answer from the
patient or family. Of course they want to be helped, of course they
want everything to be done. Rather than asking the questions in
this fashion, Debra encouraged us to think differently about how
we pose the questions surrounding code status.

VS
“We want to continue to give the best care possible to you.” “We will
concentrate on helping your quality of life to be the best it can be.”

Ongoing: Ask-Tell-Ask

Try to have caring conversations. Focus on the person,
acknowledge hope, tell what we can do, recommend and don’t
abandon. Help patients to confront their fears and increase their
sense of control.

Ask: “What do you expect to happen with CPR?”
Tell: “Here is why procedures that are known to have no likely
benefit are not recommended…”

“What are you most worried about??” “Afraid of?”

Ask: “What do you think would be done differently after the
resuscitation that isn’t being done now?”

“What helps you feel more in control?”

Dying Process

Help them search for sources of significance and connection.
Encourage hope and choices.

When having conversations with patients and families be
supportive, open, and honest.

“When do you feel most nurtured?”
“What comforts and encourages you now?”

Do not lie.

“What do you hope for most?”

Closure and Valuing of Time

“What is most important for us to talk about now?”

“This is the time you can take as a family to say the things you want.”

“What do you hope to leave as your legacy?”

“We believe he/she can still hear you.”

Ask-Tell-Ask

“We have been wrong about what our job is in medicine. We think
our job is to ensure health and survival. But really it is larger than
that. It is to enable well being. And well-being is about the reasons
one wishes to live. Those reasons matter not just at the end of life, or
when debility comes, but all along the way.

Ask: “What are you seeing/thinking about the big picture of how
he/she is doing?”

Gawande, Atul (2014) Being Mortal.

“What is life still expecting of you?””What is on your’ bucket list’
that can still be experienced?”
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MDONS Annual Conference

in our patient-professional relationship, the flood gates open
up and we end up talking about things that we may never have
discussed before.

Summarized by Nancy Morrow, RN, BSN, OCN, CBCN
"Lung Cancer Old and New Treatment Options",
Michael J. Kraut, MD, Medical Director, Providence Cancer
Institute, Providence Hospital

The World Health Organization’s definition of sexual health is:
“Sexual health is a state of physical, emotional, mental and social
well-being in relation to sexuality; it is not merely the absence
of disease, dysfunction or infirmity. Sexual health requires a
positive and respectful approach to
sexuality and sexual relationships,
as well as the possibility of having
pleasurable and safe sexual
experiences, free of coercion,
discrimination and violence. For
sexual health to be attained and
maintained, the sexual rights of
all persons must be respected,
protected and fulfilled.”

Lung cancer has been around a very long time and we are still
losing our friends and family to it.
Dr. Kraut gave us some of the most
recent figures from the American
Cancer Society: the incidence of lung
cancer has been decreasing in men
since 1990, due to less smoking, there
is still a lifetime risk of 1 in 13, and in
women, decreasing just in the last few
years but still with a lifetime risk of 1
in 16. It is the second most frequent
cancer type and the leading cause of cancer death. 1 in 10 smokers
will develop lung cancer.

The barriers to accessing palliative
care include knowledge deficit,
stigma and avoidance.

Some important points that Dr. Chism made:
• What questions do you ask that will be a benefit?
• What suggestions or products are appropriate for the
situation, available and financially feasible?
• What are the sexual health concerns of women and men?
• What are their body image concerns?
• Is fatigue a factor?
• Assess the sexual history
• Educate and counsel

Small cell lung cancer in both the limited and extensive stages
utilizes chemotherapy. Now for non small cell, there is optimism
with targeted therapy. Dr. Kraut noted the EGFR and ALK
mutations. Erlotinib (Tarceva) and afatinib (Gilotrif) are used
for an overexpression of EGFR. Common side effects are skin
problems, diarrhea, mouth sores and loss of appetite. The
abnormal ALK protein can be seen in non smokers or light
smokers with adenocarcinoma type of non small cell lung cancer.
This protein is inhibited by crizotinib (Xalkori) or ceritinib
(Zykadia) by shrinking the tumor. These agents are used either
after chemo has stopped working or instead of chemo. Common
side effects are nausea and vomiting, diarrhea, constipation,
fatigue and changes in vision.

And remember that recovery of sexual health and sexuality in the
context of chronic illness (cancer) does NOT imply returning to
baseline.
Dr. Chism presented a very sensitive topic in an empathetic, yet
factual and realistic manner and I feel encouraged to bring the
topic up more frequently with my patients.

Screening by low dose CT scan for ages 55-75, with at least a 20
pack/year smoking history and currently smoking within the last
15 years, have shown a 20% decrease in the risk of death from
lung Cancer. This screening is indicated for those who meet all of
the criteria.

“Palliative Care”, Susan M. Maixner, MD University of
Michigan Department of Psychiatry, Consultant, Arbor Hospice.

Recent advances in bronchoscopy include the EBUS
(Endobronchial Ultrasound) which can distinguish vessels
from lymph nodes and can reach any node adjacent to the
bronchus. Another innovative endoscopic procedure is the
superDimension™ Bronchoscopy which uses high definition
imaging to show the pulmonologist a path to the tumor via the
tracheobronchial tree and allows them to reach tumors that
cannot be seen through the scope.

What is Palliative Care?
The goal is to relieve suffering and improve quality of life at any
point in a serious illness. It can be provided at the same time as
life prolonging treatment. There is no prognostic requirement
and no need to choose between treatment approaches. It is
multidisciplinary patient and family centered care which
anticipates, prevents and treats suffering. It addresses physical,
intellectual, emotional, social and spiritual needs. It facilitates
autonomy, access to information and choice. It also can be
provided concurrently with curative treatment. The barriers to
accessing palliative care include knowledge deficit, stigma and
avoidance. It can mean the difference between being forced to
survive or allowed to thrive. It is evident in oncology that we need
palliative care to relieve the physical, spiritual and psychological
suffering of our patients.

“Sexual Health and Cancer: Art, Science and Quality
of Life”, Lisa Chism, DNP, APRN,BC,NCMP,FAANP, Clinical
Director, Women’s Wellness Clinic, Nurse Practitioner, Certified
Menopause Practitioner, Sexual health Counselor and Educator,
Karmanos Cancer Institute
This is certainly a topic that we can be very reluctant to approach
especially with a new patient but as we become more comfortable

Continued on following page
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ASCO and ONS give us some Guidelines:
• Define in the patient treatment plan office visits and monitoring
toxicity
• Assess ability to obtain the drug and administration
• Assess influences and barriers to adherence

“The CheMOtown Express: Changing Lanes on the New
PPACA Highway”, Alex Stone, MA, MPA, Health Policy Director,
Oncology Nursing Society

Peg gives us pearls (Strategies to improve care for patients receiving
oral oncology agents)

Alex gave us insight on the benefits and requirements of the
Affordable Care Act. He spoke of enhanced nursing education
opportunities including:

•
•
•
•
•

Increase frequency of visits when starting a new oral therapy
Provide phone support
No more than one cycle of therapy on a prescription
Use patient diaries, logs
Provide educational materials for symptom management
strategies
• Be certain the patient gets the drug after the prescription
is written
• Check other medications that the patient is on.

Expanding nurse loan repayment and scholarship programs
to provide loan repayment for students who serve at least two
years as a faculty member; increasing the Nurse Faculty Loan
Program amounts to $35, 000; creating $638 million for Title
VIII programs through HRSA (Health, Resources and Services
Administration) for the nursing workforce (Title VIII programs
help nurse education from entry-level through graduate study,
and provide the largest source of federal funding supporting
institutions that educate nurses for practice in rural and medically
underserved communities. The federal dollars invested in Title
VIII benefit not only the recipients of these programs, but more
importantly, the countless patients who receive exceptional care
from the nurses these programs support.); recognizing the nursemanaged care model as important to efficient, cost-effective
primary health care; establishing a Public Health Workforce Corps
to address shortages; provide funding for diversity grants and
grants for nursing students to practice in underserved areas.

All of this with the hope that: “Early and aggressive management
of toxicities of targeted therapies can help to maintain patients not
only on treatment, but at optimal dosing levels.”

“Prescription Drug Abuse”, Jassu Dulai, PharmD, Clinical
Pharmacist, Beaumont Hospitals
Dr. Dulai related the prevalence of current prescription drug abuse
with the most common adverse and toxic effects of abused drugs,
and prevention strategies.

ACA and Cancer Care: Among other topics, there should be no cost
to prevention services such as cancer screenings and counseling;
and it will establish a pilot program to reward NP’s who make their
offices a “medical home” for patients.

Drugs of abuse target the brain’s pleasure center. Brain imaging
studies show changes in areas of the brain that are critical to
judgement, decision making, learning, memory, and behavior
control.

From outside support, he spoke of 4 key messages from the
Institute of Medicine:
1. Nurses should practice to the full extent of their education and
training
2. Nurses should achieve higher levels of education and training
through an improved education system that promotes seamless
academic progression.
3. Nurses should be full partners, with physicians and other
health care professionals, in redesigning health care in the
United States.
4. Effective workforce planning and policy making require better
data collection and information infrastructure.

Substance abuse disorder has replaced the diagnostic term for
abuse and dependence.
Prescription drugs are the most commonly abused substances after
marijuana.
The most common way that abusers obtain prescription
medications is through family and relatives.
Prevention of non-medical use of prescription drugs depends on a
multi-modal approach.

Sounds like someone is in Nursing’s corner!

What I remember most from his presentation was the very sad case
study which pointed out that prescription drug abuse can lead to
addiction, tolerance, overdose, serious irreversible adverse effects
and death. This can happen to anyone in our own household.

“Oral Therapies in Oncology: More than taking a pill!”
Peg Esper DNP,ANP-BC,AOCN, Nurse Practitioner, Medical
Oncology, University of Michigan.
Despite the advantages of oral cancer therapy, non-compliance is
still an issue and problems continue to exist with adherence due to
finances, education and toxicity management.

The MDONS Annual Conference is always an educational event
with evidence based presentations and information to take back and
incorporate into your own practice.
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Cancer Survivorship
and Care Planning

The best time to provide a survivorship care plan (SCP) is at the
completion of treatment, approximately three months after the
final treatment.

By Jeanne Parzuchowski, RN, MSN, OCN
Summarized by Mary Wilson BSN, RN, OCN

There are many models of SCPs. Some are done in one clinic visit,
others require several visits. Ideally, it should be provided by a
survivorship expert and involve a transition to a multidisciplinary
clinic. The components of the visits should include a current
assessment that involves physical, social, psychosocial and
spiritual aspects, surveillance, prevention and wellness
promotion, and referrals. It is patient centered and an ongoing
process. It should include a treatment summary encompassing
cancer type and staging, treatment details and complications
including cumulative doses of chemo, as well as education on
long-term side effects and the need
for ongoing screening with follow
up recommendations.

There are several definitions of cancer survivorship but all start
at the time of diagnosis and continue for life. Some definitions
include family and friends as they are also impacted by the
experience.
The number of survivors is increasing. There are nearly 13.7
million cancer survivors alive in the US today. About two-thirds
of people with cancer are expected to live at least five years
after diagnosis. This is why a plan
to move from active treatment to
post-treatment care is critical to
long-term health. This provides
cancer survivors with knowledge
of their increased risk of long-term
side effects, developing second
primary cancers, and coming out of
remission.

There is no financial reimbursement
for practitioners to develop the
plans or for the clinic visits with the
patients to go over the plan.

Examples of SCPs are available on
line such as those found at Journey
Forward (Journeyforward.org),
ASCO Treatment Summary Care
Plan (asco.org/quality-guidelines/
chemotherapy-treatment-plan-andsummaries) and LIVESTRONG
(livestrongcareplan.org). They are free and can be modified.
Many practices and cancer centers are developing their own SCPs
and incorporating them into their EMR.

An Institute of Medicine report
from 2005 recommends that all involved in cancer care work to
establish survivorship as a distinct phase of care. Each patient
should have a care plan that is developed using evidence-based
practice guidelines and assessment tools. There is a need for
this as survivors often feel abandoned after they complete their
treatment. They have distinct needs as they are living longer
and are developing other health issues. They expect more
documentation of their treatment and want their primary care
physician to be informed of the treatments they received. One
key problem is the financial burden experienced by survivors
including single moms and ethnic groups.

There are barriers affecting the use of SCPs becoming more
widespread. There is no financial reimbursement for practitioners
to develop the plans or for the clinic visits with the patients to go
over the plan. Patients are often reluctant to participate or feel
overwhelmed by it. Additionally physicians often don’t buy into
the concept.
What is needed to move the use of SCPs forward is
reimbursement for survivorship care, automatic entry into the
EMR for cancer survivorship visits, and education of patients
and staff. Patients need to be empowered to use the SCPs in
discussions with family, friends and practitioners, and to use it to
change their lifestyle and health habits. Oncology nurses are in a
position to advocate for patients and enhance the quality of care
through effective survivorship care planning.

Most of our survivorship knowledge comes from pediatric
oncology. Most survivors are emotionally, spiritually and
physically tired after treatment. But many have discovered how
resilient they are and have gotten through stress and illness.
Survivors need support and guidelines to adjust to their new
“normal”. They need a personalized care plan confronts fear and
empowers them to move forward.

Join the ONS Capitol Gang
The Capitol Gang is a group of ONS members who live in the Washington, DC, metropolitan area and volunteer their time
and expertise to support our health policy efforts. Their activities include:
• Participating in Capitol Hill lobbying days
• Meeting with members of Congress and their staff
• Attending federal agency meetings
• Reviewing and providing input on draft legislation on proposed regulations
• Representing ONS at press conferences or other public meetings.
To learn more about the ONS Capitol Gang and apply for membership, please contact Alec Stone at astone@ons.org
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Oncology Phase 1 Clinical
Trials: Why Do Patients
Participate? Are they Ethical?

life, low chance of potential benefit, and possibility of unknown side
effects. Hope and optimism appear to be common characteristics of
these patients.
Informed consent, patients’ motivations for participation, and
therapeutic misperception remain major issues for patients
participating in phase 1 clinical trials. Proper education is paramount
to ensure that patients have the proper information to make an
informed decision regarding their participation. Personal expectation
of benefit is the primary reason given for participation. Properly
trained oncology nurses have been identified as key to helping to
improve understanding of patients consenting to phase 1 trials (Cox,
Fallowfield, & Jenkins, 2006). By doing this successfully, nurses can
help to maintain hope and quality of life for these end stage patients.

Continued from front cover
is their motivation for participation. Two recent studies found that
expectation of benefit was their primary reason for participating
and altruism their least common motivator (Nappo, S.A., Iafrate,
G.B., & Sanchez, Z.M, 2013). Catt, et al. (2011) had 40 patients
complete a questionnaire. Most patient 36/40 (90%) consented to
trial entry. The four main reasons for trial entry were: expectation
of some medical benefit (21%); trial the best available option (21%);
to maintain hope (15%) and to help with research (13%). Only one
patient gave altruism as their main reason for trial participation.
These researchers believe that phase 1 patients are generally
optimistic and that informed consent needs to be carefully
obtained.
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Pharmacology Updates in Oncology Practice
Earn 6.5 Contact Hours While Getting the Latest Info for
Oncology Nurses • September 26, 2015 • Memphis, TN
Join ONS in Memphis, TN for a full day of the latest updates in pharmacology. You'll learn about topics like safe handling, medical surveillance,
immunology, and updates in recently approved and recently expanded indications of pharmacologic agents. Plus, network with other attendees to
learn from one another and form career connections. Enroll Now>>
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for ourselves. Working in healthcare can sometimes feel like we are
in a world of increasing demands and limited resources. Often we
have similar demands at home. Taking time for one’s self often goes
on the back burner. Ignoring what our body, soul and mind yearn for
can take its toll but, there are many things we can do to refresh our
nursing passion and to feel rejuvenated. Even something as simple as
a quick break, aromatherapy, taking a walk, getting adequate sleep,
eating healthy and doing something we enjoy can lead to a refreshed
perspective.

From the President

Heather Lowry, MSN, RN, WHNP-BC
A patient’s spouse recently said to me “you can only control the things
you can control, don’t worry about the things you can’t”. There are
many things that affect us as nurses, and our patients, that we wish
we had some or more control over. In many instances we do not have
any control, but perhaps in other instances we do.

Alec Stone, ONS Health Policy Director presented new information
at Congress related to public health policy. We learned of some very
scary issues happening around the country related to “control”.
Control of access to care, medications and insurance issues were
some of the issues mentioned. The USPTF recently proposed new
guidelines for changes in screening mammography. These new
guidelines limit how often a
mammogram can be performed and
restrict the age recommendations
for screening mammograms.
Many organizations related to the
treatment and prevention of breast
cancer, including the ACS, do not
agree with these guidelines. The
USTF however is attempting to
mandate their new guidelines with Affordable Care Act. Doctors,
nurses and other health care providers involved in the field of breast
cancer are up in arms and committed to taking action to convey the
importance of annual screening mammogram. These are men and
women who do not accept the premise of don’t worry about what you
can’t control.

In April I had the opportunity to attend ONS Congress. The 40th
Anniversary of ONS was well celebrated with fabulous events
and state-of-the-art presentations with nurses from around
the world. Nurse researchers presented their findings on topics
ranging from new guidelines for
disease management, innovative
medications, alternative therapies
and survivorship. When I think
back to this conference I think
about how these men and women
are making great advances in the
world of oncology. Some of the
more interesting presentations that
really caused me to stop and reflect were on issues related to self-care
of the oncology nurse, leadership and advocacy.

I am so glad I was able to get a chance
to attend ONS congress this year and
to see the great difference people are
making in oncology nursing.

One of the events I attended was a luncheon on pancreatic cancer.
This is a cancer I really did not know much about. I was heartbroken
watching the slides showing the grim prognosis of this disease.
However, it was inspiring to learn about the Pancreatic Action
Network and the efforts being done to make changes in a disease that
is not easy to control. New, innovative clinical trials are underway
that may lead to better advancements and life expectancy of patients
affected by pancreatic cancer. Although these men and women most
likely cannot change the course of their prognosis, the advancement
in these trials offer hope to make changes in the treatment of this
disease and in the prognosis of future pancreatic cancer patients.

I am so glad I was able to get a chance to attend ONS congress this
year and to see the great difference people are making in oncology
nursing. So, maybe we cannot control everything, but we can control
some things, and maybe it’s those little things that we can control that
make a difference in the lives of a cancer patient. Perhaps something
small we can do for ourselves to make our jobs more satisfying may
be the most important. Maybe we call all take a step back and look
at the bigger “picture” and be aware of what is happening around us,
weather at our institutions, locally or nationally and control what we
can and not worry about what we can’t but know that all of us have
the potential to make a difference.

Another presentation I attended was on self-care of the oncology
nurse. Many of us have very busy lives, we work hard, and often it
seems we don’t always have much time to do the things we should do

ONS 40th Anniversary Celebration
The Oncology Nursing Society (ONS) was officially incorporated on July 17,
1975. Throughout 2015, ONS is celebrating the Society’s 40th anniversary
with a look back on its history and a glimpse into what ONS and the
oncology nursing profession may look like in the future.
ONS began with a charter membership of fewer than 500 members and has since become a powerful force in cancer care. Join us in
honoring our past accomplishments as we continue to prepare oncology nurses with the knowledge and tools they need to provide
quality, safe cancer care to patients and their caregivers. Learn More>>

Win a Free ONS Membership
We're celebrating our 40th anniversary this year—and we want you to celebrate, too. Enter to win a free one-year
membership when you correctly take on our anniversary trivia challenge. Learn more>>
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