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+ GCP : ERERBRDENEICBI T EHE + ANA Professional Practice Standards

* ANA Code of Ethics

» U.S. Food and Drug Administration (FDA) regulations
LAN1 $TEh - Code of Federal Regulations Title 21 (www.accessdata
fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFR
Part=54)

o BELHEECMBAECROTRREROLIEE | :pa yuidance

179% - Financial Disclosure of Clinical Investigators (www.fda
JoN 7RI 2R - N PN .gov/downloads/Regulatorylnformation/Guidances/
b. MEDEE, ETHLVIERICEERRENILZO UCM341008.pdf)
BTZ{EETD « U.S. Department of Health and Human Services Office of
¢. BRARGBRCSIIT ARSI EPRBIN =~ XD Research Integrity (https://or hhs.gov/)
+ Office for Human Research Protections YouTube video:
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. . R, e B14C2506914)
e. SRAERSICOVT, EELUMEROZREIAICE * ONS Manual for Clinical Trials Nursing, 3rd ed., chapter 12
ETHhd + Statement on the Scope and Standards of Oncology Nursing

Practice: Generalistand Advanced Practice
+ The Belmont Report (www.hhs.gov/ohrp/humansubjects/
guidance/belmont.html)
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Resources

FDA Regulations

(www.accessdata.fda.gov/scripts/cdrh/
cfdocs/cfcfricfrsearch.cfm): 21 Code of Federal
Regulations (CFR)Parts 11,50, 54,56,312,314,610,
612,812

FDA guidance documents
(www.fda.gov/regulatoryinforma tion/guidances)

ICH good clinical practice guidelines
(www.ich.org/products
/guidelines/efficacy/efficacy-single/article/good-clinical
-practice.html)

Institutional HIPAA training

FDA’s Role in Public Health: Drug Efficacy, Safety,
Quality, and Beyond online course
(http://fdadrugregulations.e-paga

.com/)

Office for Human Research Protections (OHRP) regulations

45 CFR Part 46 (www.hhs.gov/ohrp/humansubjects/guid
ance/45cfr46.html)

OHRP guidances (www.hhs.gov/ohrp/policy/index/index.html)

* OHRP YouTube videos

- Research Use of Human Biological Specimens and Other
Private Information (www.hhs.gov/ohrp/education/train
ing/ded_video.html#researchuse)

- Reviewing and Reporting Unanticipated Problems and
Adverse Event (www.hhs.gov/ohrp/education/training/
ded_video.html#unanticipatedproblems)

- IRB Membership
(www.hhs.gov/ohrp/education/training/
ded_video.html#irbmembership)

- IRB Records (www.hhs.gov/ohrp/education/training/
ded_video.html#irbrecords)

- IRB Records Il (www.hhs.gov/ohrp/education/training/
ded_video.html#irbrecords2)

* Humansubjects protectiontraining, suchas from National In-

stitutes of Health or Collaborative Institutional Training Initiative

* ONSManualforClinical TrialNursing, 3rded., chapters 2, 8,

9,10,11,16,40,and41

* ONS Clinical Trials Nurse Community (http://clinicaltrial.vc

.ons.org/1885240)
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Resources

+ U.S. Food and Drug Administration regulations
— 21 Code of Federal Regulations (CFR) Part 50 (www
.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfrICFRSearc
h
.cfm?CFRPart=50)
» FDA guidances and other documents
- Information sheet
(www.fda.gov/Regulatorylnformation/
Guidances/ucm126431.htm)
- Use of electronic consent
(www.fda.gov/downloads/
Drugs/GuidanceComplianceRegulatorylnformatio
n/ Guidances/UCM436811.pdf)
 ICH Good Clinical Practice Guidelines, Section 4.8 (www
.ich.org/products/guidelines/efficacy/efficacy-
single/article/ good-clinical-practice.html)
« Office for Human Research Protections (OHRP) regulations
— 45 CFR Part 46
(www.hhs.gov/ohrp/humansubjects/guid
ance/45cfr46.html)

OHRP guidance and other documents (www.hhs.gov/ohrp/

policy/consent/index.html)

OHRP YouTube video: General Informed Consent Require-

ments (www.hhs.gov/ohrp/humansubjects/guidance/bel

mont.html)

ONS Manual for Clinical Trial Nursing, 3rd ed., chapter 14

The Belmont Report (www.hhs.gov/ohrp/humansubjects/

guidance/belmont.html)

Health literacy

— Quick Guide to Health Literacy (http://health.gov/commu
nication/literacy/quickguide/Quickguide.pdf)

- Informed Consent and Health Literacy (http://national
academies.org/hmd/Reports/2015/Informed-Consent
-Health-Literacy.aspx)
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Resources

+ Center for Information and Study on Clinical Research Par-
ticipation (www.ciscrp.org)

» AccrualNet™

* Five Steps to Enhance Patient Participation in Clinical Trials,
Guide and Workbook (www.enacct.org/sites/default/files/
ENACCT5 Steps Guide 11 01_0.pdf)

+ ONS Manual for Clinical Trial Nursing, Section IV

+ Points to Consider about Recruitment and Retention (www
.nimh.nih.gov/funding/grant-writing-and-application-pro
cess/recruitment-points-to-consider-6-1-05_34848.pdf)
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Resources

» CTCAE
(http:/ictep.cancer.gov/protocolDevelopment/elec
tronic_applications/ctc.htm)

» Cancer Therapy Evaluation Program-Adverse Event
Report- ing System
(http://ctep.cancer.gov/protocolDevelopment/
electronic_applications/adverse_events.htm)

+ National Comprehensive Cancer Network Guidelines (www
.nccn.org/professionals/physician_gls/f_guidelines.asp)

+ National Cancer Institute (www.cancer.gov/)

* ONS Clinical Trials Nurse Community toolkit: Patient
Man- agement
(www.clinicaltrialtools.vc.ons.org/190168)

+ ONS Putting Evidence Into Practice: evidence-based
symp- tom management (www.ons.org/practice-
resources/pep)

* ONS Manual for Clinical Trial Nursing, 3rd ed., chapters
10, 15,and 28

* PRO-CTCAE

» RECIST Criteria (http://clinicaltrialtools.vc.ons.org/file_depot

/0-10000000/0-

10000/1338/folder/1119270/RECIST_EORTC

_NCI_AACR_OCtober_2008$5B1$5D.pdf)

— Article 1 (www.eortc.be/Recist/documents/RECISTGuide
lines.pdf)

- Article 2 (http://clinicaltrialtools.vc.ons.org/file_depot

/0-10000000/0-

10000/1338/folder/1119270/RECIST+2000.pdf)

Response assessment resources

Slides: Clinical Trial Protocol Development (http://clinical
trialtools.vc.ons.org/file_depot/0-10000000/0-10000/1338/
folder/1119268/Protocol_development.pdf)

Rules and regulations related to the collections and process-
ing of specimens

Tip sheet: Processing and shipping of specimens (http://
clinicaltrialtools.vc.ons.org/file_depot/0-10000000/0-10000

/1338/folder/8022/Quick_Guide_Specimensl.doc)

Workload assessments

— AccrualNet™ search workload

— American Society of Clinical Oncology (ASCO) workload
tool (https://workload.asco.org/user)

2013 ASCO/ONS Chemotherapy Biotherapy Guidelines

(www.ons.org/practice-resources/standards-reports/chemo

therapy)
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Resources

* American Nurses Association Standards of Practice
(http://nursingworld.org/MainMenuCategories/ThePractice
ofProfessionalNursing/NursingStandards)

» ICH Good Clinical Practice guidelines, specifically glossary
and Section 8 (www.fda.gov/downloads/Drugs/Guidances/
ucm073122.pdf)

* ONS Clinical Trials Nurse Community Documentation toolkit
(www.clinicaltrialtools.vc.ons.org/190179)

* ONS Manual for Clinical Trials Nursing, 3rd ed., chapters 37
and 39

* Health Insurance Portability and Accountability Act guide-
lines (www.hhs.gov/ocr/privacy/hipaa/understanding/cover
edentities/research.html)
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Resources

N , + Data-sharing resources
» U.S. Food and Drug Administration (FDA) Regulations

— 21 Code of Federal Regulations Part 11 (www.accessdata
.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFR
Part=11)

FDA Guidance

— Part 11 Electronic Signatures and Documents (www.fda
.gov/Regulatorylnformation/Guidances/ucm125067.htm)

Data Management course

(www.coursera.org/course/data management)

ICH Good Clinical Practice Guidelines

(www.ich.org/prod ucts/guidelines/efficacy/efficacy-

single/article/good-clinical

-practice.html)

Nursing Informatics Competencies user self-

assessment (http://nursing-

informatics.com/niassess/users.html)

ONS Manual for Clinical Trials Nursing, 3rd ed., chapter 38

- National Institutes of Health (NIH) sharing policiesandre-
lated guidance on NIH-funded research resources (https://
grants.nih.gov/policy/sharing.htm)

— National Academies of Sciences (NAS) discussion frame-
work for clinical trial data sharing: guiding principles, el-
ements, and activities (www.nationalacademies.org/hmd/
Reports/2014/Discussion-Framework-for-Clinical-Trial-Da-
ta-Sharing.aspx)

— NAS sharing clinical trial data: maximizing benefits, mini-
mizing risk (www.nationalacademies.org/hmd/Reports
/2015/Sharing-Clinical-Trial-Data.aspx)

- Pharmaceutical Research and Manufacturers of America
(PhRMA) principles for responsible clinical trial data shar-
ing (http://phrma.org/sites/default/files/pdf/PhRMAPrinci
plesForResponsibleClinicalTrialDataSharing.pdf)

- PhRMA principles on conduct of clinical trials and com-
munication of clinical trials results (www.phrma.org/prin
ciples-and-guidelines-clinical-trials)
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Resources

* ANA professional practice standards

Statement on the Scope and Standards of Oncology
Nursing Practice: Generalistand Advanced Practice

* ONS leadership competencies

* Professional

(www.ons.org/sites/default/
files/leadershipcomps.pdf)

ONS Manual for Clinical Trials Nursing, Section X
journals (e.g., Journal of Nursing
Management, The Monitor, SOCRA Source, Oncology
Nursing Forum, Clin- ical Journal of Oncology Nursing)

* ANA Leadership Institute (www.ana-

leadershipinstitute.org/ Doc-Vault/About-Us/ANA-
Leadership-Institute-Competency

-Model-pdf.pdf)

Nursing Times Leadership Skills for Nurses (www.nursing
times.net/Journals/2011/08/24/j/nfi/Leadership-Skills-for-
Nurses.pdf)
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