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JOB DESCRIPTION 
 
 

 
 
Position Title:  Clinical Research Nurse - Oncology        Position No:   
 
Department:   Marshfield Clinic Research Foundation – Clinical Research   Cost Center:   
 
Reports To:     Clinical Trials Manager - Oncology       Division:   
 
 
Job Summary:   
The oncology research nurse plays a key role in presenting treatment alternatives and an assessment of 
treatment risks and benefits associated with each clinical trial. The oncology research nurse’s primary role is to 
ensure completeness, accuracy and compliance with each protocol and to assist principal investigators and co-
investigators of clinical studies in coordinating and facilitating the activities of participants in clinical research 
protocols.  He/she is also responsible for identifying clinically significant events through patient assessments 
and review of a variety of medical documents (e.g. medical records, laboratory reports). The research nurse is 
responsible for following institutional standards of research nursing practice within his/her scope of duties and 
responsibilities. 
 
 
Job Duties 
 
A) Essential Duties and Responsibilities 

1) Coordinate, evaluate and follow patient participation in clinical trials. This includes, but is not 
limited to identifying, enrolling and consenting patients, organizing study visits and follow-ups, 
responding to patient telephone calls and other related matters. 
a) Professional conduct in the presence of subjects, research staff, sponsors, monitors, etc.  
b) Maintain organized system for coordination and sustain the specific budget for personnel time on 

each study. 
c) Review with investigator the inclusion/exclusion criteria, overall structure, and requirements of each 

protocol. 
d) Review and verify all relevant source documentation in the subject’s medical record to confirm 

study eligibility. 
e) Review the protocol summary sheet and the informed consent form for accuracy and clarity. 
f) Review the protocol, informed consent form, and follow-up procedures with potential study subjects.  
g) Ensure the current approved informed consent is signed before subjects are screened and enrolled. 
h) Ensure that the randomization procedure is followed as per protocol guidelines. 
i) Ensure adherence to protocol requirements  
j) Document protocol exemptions and deviations, as appropriate. 
k) Attend study-related meetings as appropriate 
l) Communicate regularly with the principal investigator about study-related issues.  
 



 2

2) Perform protocol-specific clinical tasks including patient assessment, screening, ordering tests, 
collecting specimens, and monitoring responses.  
a) Assess subject response to therapy and evaluate for adverse events.  
b) Review laboratory data and communicate abnormal values to the investigator. 
c) Assess and document subject compliance with medications and visits. 
d) Communicate with pharmacy staff to assure timely and accurate study drug distribution. 
e) Ensure appropriate specimen collection. 
f) Serves as a consultant/resource to clinical nurse/investigator regarding dosing/modifications per 

protocol.  
g) Review sponsors monthly copy of the IND summary report submitted to the FDA 

 
3) Provide education of clinical staff 

a) Protocol or study requirements. 
b) Specific details of the proposed treatment plan. 
c) Expected and potential side effects. 
d) Informs principal investigator and primary research coordinator of concerns, if any, regarding patient 

eligibility or protocol violations 
 

4) Provide education of patients as requested by the investigator 
a) Provides overview of required protocol assessments and documentation required by the protocol. 
b) Potential risk and benefits to the patient of being involved in the study. 
c) Reviews informed consent with patients. 
d) Assists the patient/family in understanding the randomization and registration processes, treatment 

goals of the study and alternatives to the research study. 
e) Clarifies and answers protocol questions. 
f) Reinforces information from physician. 
g) Serves as a liaison between physician and patient/family. 
h) Assesses patient comprehension. 
i) Refers disease related questions to physicians as needed. 
j) Reinforce complex or unusual protocol related information with patient (e.g. diaries, special labs, 

schedules).  
 

5) Patient Advocacy 
a) Assess and reviews 

(i) Ability of patient to adhere to the protocol requirements. 
(ii) Frequency of clinic visits. 
(iii)Relays financial concerns to physicians, clinical nurses, or medical assistants and patient 

assistance center as appropriate. 
(iv) Impact of time and financial resources related to travel 
(v) Evaluates understanding of participating in clinical trial and expectation about the experience 
(vi) Communicating assessment of patient’s specific issues and concerns to the principal investigator. 

 
6) Adverse experience monitoring and reporting responsibilities 

a) Answer questions regarding specific dose modifications based on toxicity assessments required by 
protocol. 

b) Assesses patient 
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(i) Possible toxicities and side effects using the symptom assessment form. 
(ii) Concomitant medication and update medication manager. 
(iii)Reviews labs 

c) Communicates toxicities to the investigator via the symptom assessment form. 
d) Assess and record all ADE’s as outlined in the protocol. 
e) Report all serious ADE’s to the principal investigator, sponsor’s monitor, primary care physician, 

and IRB as outlined in the protocol. 
f) Completes the symptom assessment and concomitant medication portion of CRF. 
g) Identify ad communicate protocol required dose modification to investigator. 
h) Identification, documentation, report and follow up on adverse events and complete local adverse 

event reports (ADEERS) and IRB event forms if appropriate. 
 

7) Complete all forms required for proper protocol documentation and assist in the collection of data 
a) Organizational management of all aspects of clinical trials including but not limited to timeliness 

completion of case report forms (CRF’s), data entry, reporting adverse events, managing caseload 
and study files. 

b) Maintain accurate and complete documentation, including not but limited to regulatory documents, 
signed informed consent forms, relevant IRB approvals, source documentation, subject logs, and 
study-related communications. 

c) Abstract and record physical findings, laboratory data, tumor measurements and other data essential 
to the study. 

d) Coordinates the submission of laboratory specimens, histology, pathology and radiotherapy 
materials. 

e) Abstract and records data for long term follow-up required to track survival rates, disease status and 
toxicity. 

f) Enter patient data into database and other programs. 
g) Maintain confidentiality of all patient-related records including written and verbal communications. 
h) Correct and edit CRF’s as appropriate. 
i) At study close-out, ensure that all study documentation (regulatory, IRB communications, patient 

and drug logs, etc.) is appropriately filed, CRF’s are complete, and that all forms have been 
forwarded to the sponsor or entered into the computer, as appropriate.  

 
8) Identify problems or obstacles related to research protocols and communicate to the study 

investigator. Notify Clinical Trial Manager of any complications or untoward effects of research 
studies.  
a) Communicate all protocol-related issues/problems to the Clinical Trial Manager including but not 

limited to questions regarding the conduct of the clinical trial, concerns regarding possible ADE’s, 
protocol violations or subject compliance.  

b) Informs treating investigator, principal investigator and primary research coordinator of protocol 
violations. 

c) Determines whether protocol violations fulfill requirements and complete submission, if required, to 
the IRB. 

d) Resolution of study data queries related to symptom assessment and medications. 
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9) Regulatory Documentation 
a) Prepare IRB applications and ongoing amendments, as directed. 
b) Assure compliance with all relevant IRB and other regulatory agency requirements. 
c) Submit protocols, amendments, notices, suspension and termination to the IRB for review and 

approval. 
d) Submit approved protocols and reports annually to the IRB for re-approval for continued 

participation under direction of the principal investigator. 
e) Maintains an administrative file of protocol (amendments, notices, suspension and terminations), 

IRB correspondence and other regulatory documentation. 
f) Notify the IRB of the study’s completion, according to IRB procedures.  
 

10) Quality Assurance and Audits 
a) Maintain and monitor patient case records for accuracy, quality of data, and assurance of compliance 

with protocol. 
b) Ensure that all required documentation is complete and appropriately filed. 
c) Assures that toxicities related to protocol treatment are accurately recorded and reported according 

to the NCI, FDA research base, funding agency and institutional IRB. 
d) Provide all required documentation to auditors. 
e) Make all appropriate corrections as requested by auditors. 
 

B) Additional Duties and Responsibilities 
1) Train research coordinators, clinical trial assistants and other research nurses. 
2) Maintaining and updating job related skills 

a) Attending educational programs, in-services, site initiation training. 
b) Utilize self-study to become familiar with all aspect of research coordination including federal 

regulations, good clinical practice standards, etc. 
c) Training specific to protocol requirements (i.e. certification of scales, equipment usage, etc.) 

3) Participate in work groups and committees as assigned by the Clinical Trial Manager. 
 

C) Core Competencies 
1. Perform duties in a manner consistent with Marshfield Clinic Policies/Procedures and Corporate 

Compliance Program. 
2. Provide clear, appropriate and timely communication to promote a team environment throughout the 

department and clinic system. 
3. Comply with Marshfield Clinic’s customer service standards. 
4. Promote and contribute to safety as defined in the Employees Handbook and Clinic Policies. 
5. Participate in education, instruction and professional development as necessary to maintain job-related 

skills and competencies. 
 

D) Qualifications 
 

1) Education: Graduate of an accredited school of nursing, BSN preferred.  
 
2) License/Certification: Current Wisconsin Registered Nurse license required. Oncology Certified Nurse 

(OCN), ACRP (Association of Clinical Research Professionals or SoCRA (Society of Clinical Research 



 5

Associates) certification required: if not current, must write examination within two years of full time 
employment. 

 
3) Experience: Three years of progressively more responsible nursing experience is required. Two to three 

years of clinical research and protocol management experience preferred.   
 
E) Exclusion from Federal Programs:  Employee may not at any time have been or be excluded from 

participation in any federally funded program, including Medicare and Medicaid.  This is a condition of 
employment.  Employee must immediately notify his/her manager or the Clinic’s Compliance Officer if 
he/she is threatened with exclusion or becomes excluded from any federally funded program 

 
F) Personal Attributes Required: 

1. Exceptional verbal and excellent written communication and leadership skills. 
2. Excellent interpersonal, organizational and problem solving skills.  
3. Must be adaptable to changes in work duties, responsibilities, and requirement, detail-oriented, 

conscientious, well organized and able to follow timelines. 
4. Must be service oriented, and be able to set priorities in order to meet the needs of clients.  
5. Ability to work and interact well in a group setting. 
6. Ability to manage several projects simultaneously managing large volumes of information, and 

balancing multiple priorities and varying workloads. 
7. Must be willing and able to learn new technical skills related to the position in order to perform 

essential functions of the position (e.g. new software packages). 
8. Must be able to communicate effectively with staff, administrator, research scientists, clinician and 

other departmental staff. 
9. Demonstrate excellent English language skills and exceptional customer service skills. 
 

G) Physical, Mental and Visual Skills 
1. Adequate visual acuity to read printed materials. 
2. Hearing acuity is sufficient to participate in numerous conversations throughout the workday both in 

person and over the telephone. 
3. Cope effectively with daily stress brought on by time pressures and conflict situations. 
4. Must be able to reach for and grasp lightweight items (files, binders, books) repeatedly throughout 

each day. 
 
H) Special Factors: Operate the following office equipment: computer, telephone, recorder, calculator, copier, 

and pager. Use Microsoft Office, EXCEL and relevant MCRF databases. 
 
Working Conditions: This position involves an office and laboratory equipment. Infrequent travel to regional 
centers or conferences is required. 
 
The above statements are intended to describe the general nature and level of work being performed by the 
person assigned to this position. Essential job functions are intended to describe those functions that are 
essential to performance of this job and additional non-essential job functions including those that are 
considered incidental or secondary to the overall purpose of this job. 
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The job description does not state or imply that the above are the only duties and responsibilities assigned to 
this position. Employees holding this position will be required to perform any other job related duties as 
requested by management. All requirements are subject to possible modification to reasonably accommodate 
individuals with a disability. 
 
 
 
 
 
Approval: 
 
 
____________________________________________  _________________ 
Manager        Date 
 
___________________________________________  __________________ 
Administrator/Director      Date 
 
 

 
 
 

 
 
 
 


