


Overview — Norton Cancer Institute

e Louisville, KY (Chicago - 4 hours North; St. Louis -
4 hours West, Cincinnati - 2 hours East, Nashville -
3 hours South)

38 Oncologists; 28 are Investigators

e Research Team:
— 6 Research Nurses
— 4 Non-RN Coordinators
— 1 Quality Auditor
— 1 Program Coordinator

8 Hospital-based, outpatient clinics; 5 clinics
conduct research
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Symptoms of a Problem

e Continual turnover of Research Nurses

e Clinic staff comments about turnover, distrust,
and research staff stress

e Research nurses frustrated by limitation and lack
of training to support the patients and clinic
nurses

e Research = more work “dumped on the clinic”
e Lack of Clinic-Research teamwork

 Research new hires “thrown into research”

* Process inconsistency from site to site
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Cause of Problem

1. CRN’s were exempted from ALL hospital and
clinic nurse training and competency check-offs

2. CRN training was inconsistent and based on
research interpretation of research staff with
seniority (not necessarily experience)

3. Conflicting expectations: Perform research
administrative duties AND be patient-oriented
100% of the time

4. Non-RN staff: Unaddressed behavioral issues
and job description limitations
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Evaluation of Solutions

e Personal experience with training programs
* Internet searches for competency requirements

e Personal discussions with industry educators: i.e. Liz
Wool, RN, BSN, CCRA®, CMT; Karen Woodin, PhD, and
others at ACRP conference or personal networks.

e Norton Cancer Institute Nurse Educator: what is
required for a newly hired bedside oncology nurse?

e Discussion with CNO:
— Are CRN’s bedside nurses or nurse leaders?
— Administrative or Clinical?
e ONS Clinical Trial Nurse Competencies (our guide)

 Material review (i.e. CRC’s Guide to Coordinating Trials)
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Training and Orientation

e Division of reSpOnSibi“ties (see NCCCP presentation February 21, 2012):
— Research Nurses: clinical (primary), administration (secondary).
— Coordinator: administrative (primary) and support Research Nurse PRN
e Orientation and Training:
— Hospital: 3-Day Nursing Orientation
— Clinic Training w/ clinic nurse preceptor:
e 30 Day review period
e Chemo certification, etc.
— Research training w/ research nurse preceptor
e 30-60 Day review period
e SOPs and Operations Manual
e Shadowing and hands on
— Supervised application of training
* 60- 90 Day review period
* Trainee begins applying tools and training under supervision
ACRP and ONS (nurses) membership required
Continuing Education — Minimum of 12 hours Research CEU’s annually

. Respurce Availability — ONS Clinical Trial Nurse Manual, Webinars, ONS and JOP

N NORTON

CANCER INSTITUTE




Nursing Competency Check List

3%_%;%5? 1%;*{ FUNCTIONS SiJK::];LE Initial each line E"-iﬁ%g?fﬁﬁﬂﬁgﬁﬁ P?)%IF :;ﬁ;ﬁ%%g
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Knowledge and Demonstration of nursing process
and NHC nursing theory
Lz |3 Swanson Theory of Caring 5= I= 1 2 R
1]12 3 Prnciples of growth and development specific to population 5= I= 1 2 3 4
1] 2 3 4 | Plan of care-forrmulates, implements, evaluates, revises 5= I= 1 2 3 4
1| 2] 3| 4 | Side effectmanagement 5= I= 12 | 3|4
1| 2 | 3| 4 | Functionalandnutritional status 5= I= 1 2 3|4
1| 2 | 3| 4 | Patient& family education 5= I= 1 2 3|4
1] 2 3 4 | Patients onclimical trial 5= I= 1 2 3 4
1] 2 3 4 | Refemals 5= I= 1 2 3 4
Enowledge and Demonstration of telephone nursing
12 3 4 Symptom-based calls 5= I= 1 2 3 4
1|2 3 4| Medicationrefills, test results, ate. 5= I= 1 z 3 4
1|2 3 4 Chaidelines 3= I= 1 2 3 4
112 |3 |4 | Collaborationwith multidisciplinary team 5= I= 1 2 3 4
1|2 3 4 Feferrals 3= I= 1 2 3 4
1] 2 3 4 | Documentation 5= I= 1 2 3 4
Knowledge and Demonstration of procedures
12 3 Elood and blood products 5= I= 1 2 3 4
12 3 Therapeutic phlsbotomy 5= I= 1 2 3 4
1] 2 3 4 | Assist with bone marrows §= I= 1 : 3 4
1] 2 3 4 [ IV access and complication management 5= I= 1 2 3 4
1| 2 3 4 | Laboratory specimens 5= I= 1 2 3 4
1] 2 3 | 4 | Critical labs A= I= 1 2 3 4
1] 2 3 | 4 | Injections A= I= 1 2 3 4
1] 2 3 4 | PICC insertion (specialty training required) 5= I= 1 ) 3 4
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Research Specific Competencies

III. Protecel Training and Delegation of Authority Logs
Process for review training on cwrent protocols
Eeing addedto delegationlog and FEVEAL

Consortium training:

GOG Website and traiming videos

NSAEBP

SCEI

ETOG

Cther:

IV. Screening and Enrcolling a New Patient and Informed Consenet
[dentify methods for screening potential patients (Logician, clinic personnel, physician
referral, inpatients, etc)
Locatethe approprate version ofthe ICF, HIPAA and anv other consent fonms.
Check for docwmnentation that physician has introduced the study and risks to the patient.
Complete consent with a patient.
1. WVenfication of proper version
2. Page by pagereview
3. Demonstration of active listening: soliciting of feedback from patient to ensure
comprehension
1. Proper signatures and dates
3. Appropriate = of copies androuting of ICE; management of original
Documentation of informed consernt in Logician
Source docwment identification and completion: medical history, concormitant medication
logs, adverse eventlogs, deviationlogs
Conversionto pink chart
Creation of popup boxin logician
Logician documentation (research)
EEVEAL entrv andrequired timeline




Operations
Manual
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Operations Manual - Instructions

Per Dr. Al Martin Director of CPA Labs (Dr. Martin is over all the Norton Pathologists). When a
studv requires a tumor block to be sent to a cooperative group for review, Norton's Pathologv will

release the blocks; even when the protocol specifies that the blocks will not be retumed (i.e.
NSABPB-47).

Here is the process that Dr. Martin has outlined:

1. He (or another pathologist) will dictate an amendment to the pathology report stating that
the block was pulled at the patient’s request which is documented in the Informed Consent
located in the patient’s EME.

For patients that mav be at another facilitv {(i.e. UofL or Baptist East), before a request can
be made from pathologv we need a copv of the sighed Informed Consent or tumor block
release form. This should be scanned into the patient’s eR.ecord or filed in their chart.

P

Note that not all studies retum the tumor block retumning blocks and there are regulations that our
lab must follow for retaining tumor blocks. For GOG studies, blocks are preferred but cannot be
retumned. NSABP studies varv protocol to protocol. The option is to send slides.

Note!!! Anvtime a Sponsor/Central Lab results conflicts with a CPA lab result, Dr. Al
Martin needs to be notified.

Requesting Tumor Blocks/Slides: Jewish Hospital

Contact the downtown Jewish Hospital Pathology department at (302) 587-4331 option 0. Fax
Pathologv request to (302) 387-4161. Make sure therequest includes: Phvsician name, contact
information, studv, and medical records release.

Requesting Tumor Blocks/Slide: Baptist East Hospital

Contact Baptist East Pathologv department at (302) 897-8100. Fax Pathology request to (302) 897-

27115 Malra cnre the raanaect inclindec- Phircician nama  contact information ctindsr and madieal




Current Focus for Retention

e Staff selection:

— Research Nurses: seeking leadership skills, independent worker
— Coordinators: seeking individuals looking for a career path

e Empower research staff: this is THEIR program

 Team effort to further develop operations manual and fine-
tune processes

e Openly discuss frustrations and evaluate solutions

e Stay focused on the mission and vision

e Share lessons learned

e Discuss and resolve process discrepancies

e Teamwork — across sites

e Daily Communication (i.e. email, text msg, phone call)
e Management - open door policy
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Employee Turnover Rate 2010-2012

Overall Department By Position Type
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*87% of research team resigned prior to 1 year anniversary
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Presenter
Presentation Notes
Source: NSI Nursing Solutions
87% of Turnover was in staff with <1 year in the department


Year-to-Date Breakdown of Length of
Employment of Research Staff (%)

S W
M 2-3 years \# &
M 1-2 years

W 6-12 months

B >6 months




Areas of Improvement

o Staffing/site/patient ratio. i.e. 1 CRN and 1 CRC have 10 MD’s to
support.

e |nvolving bedside nurses to perform research
procedures

 Determining saturation point; patient visits increase
exponentially with each accrual

e |solation from other research staff

e Director responsibilities to include more management
time.

 Face-to-Face time as a team

* One-on-one time w/ Director

e Career ladder for Research Staff or new research staff
e Will this solution decrease burnout?
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