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OutlineOutline

Common research modelsCommon research models
AdvantagesAdvantages
BarriersBarriers
Resources and personnelResources and personnel
Research opportunitiesResearch opportunities
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Common Research Models in Common Research Models in 
Private Practice OfficesPrivate Practice Offices

Independent program in physicianIndependent program in physician--owned private owned private 
practice officepractice office

Single siteSingle site
Multiple sitesMultiple sites

Private practice network Private practice network 
eg, US Oncologyeg, US Oncology

Affiliation to regional community hospitalAffiliation to regional community hospital
Member or affiliate of cooperative research groupMember or affiliate of cooperative research group
Cancer trial support unit (CTSU)Cancer trial support unit (CTSU)

Affiliation with comprehensive cancer centerAffiliation with comprehensive cancer center
Member of cooperative research groupMember of cooperative research group
Partnership Programs,  eg, Mayo Clinic, MD Anderson, UCLAPartnership Programs,  eg, Mayo Clinic, MD Anderson, UCLA

Community clinical oncology program (CCOP)Community clinical oncology program (CCOP)
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Community Partners With Community Partners With 
Comprehensive Cancer CentersComprehensive Cancer Centers
Translational Oncology Research Translational Oncology Research 
International (TORI) Program at the International (TORI) Program at the 
University of California, Los AngelesUniversity of California, Los Angeles
Partners with research institutions, Partners with research institutions, 
companies, and health care providers companies, and health care providers 
across the United Statesacross the United States in order to offer in order to offer 
clinical trials and research studies to clinical trials and research studies to 
patients and volunteers beyond the UCLA patients and volunteers beyond the UCLA 
campuscampus
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Community Clinical Oncology Community Clinical Oncology 
Program (CCOP)Program (CCOP)

Established in 1983 Established in 1983 
Funded by National Cancer Institute (NCI)Funded by National Cancer Institute (NCI)
Linked community cancer specialists, primary care Linked community cancer specialists, primary care 
physicians, and other health care professionals to the NCIphysicians, and other health care professionals to the NCI--
supported cooperative groups and cancer centers to conduct supported cooperative groups and cancer centers to conduct 
NCINCI--approved cancer treatment, prevention, and control approved cancer treatment, prevention, and control 
clinical trials clinical trials 
In 2005, 50 In 2005, 50 CCOPsCCOPs and 13 minorityand 13 minority--based based CCOPsCCOPs across across 
the country received funding for participation in NCIthe country received funding for participation in NCI--
approved trials, including 3,645 participating physicians and approved trials, including 3,645 participating physicians and 
415 participating hospitals working on more than 300 active 415 participating hospitals working on more than 300 active 
treatment trials and more than 70 active prevention and treatment trials and more than 70 active prevention and 
control trials control trials 
Research bases (14 cooperative groups and cancer centers) Research bases (14 cooperative groups and cancer centers) 
are eligible to develop and implement cancer prevention and are eligible to develop and implement cancer prevention and 
control clinical trialscontrol clinical trials www.cancer.gov/CCOP.
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Types of Clinical TrialsTypes of Clinical Trials
PhysicianPhysician--owned private practice officeowned private practice office

Phase IPhase I--IV industryIV industry--sponsored trials or Principal sponsored trials or Principal 
Investigator Initiated New Drug (PIND) trialsInvestigator Initiated New Drug (PIND) trials

Private practice network Private practice network 
Phase IPhase I--IV industryIV industry--sponsored trials or PIND trialssponsored trials or PIND trials

Affiliation with regional community hospitalAffiliation with regional community hospital
•• NCINCI--sponsored trials sponsored trials 
•• Phase IPhase I--IV industryIV industry--sponsored trials or PIND trialssponsored trials or PIND trials

Affiliation with comprehensive cancer centerAffiliation with comprehensive cancer center
•• NCINCI--sponsored trialssponsored trials
•• Phase IPhase I--IV industryIV industry--sponsored trials or PIND trials sponsored trials or PIND trials 

Community clinical oncology program (CCOP)Community clinical oncology program (CCOP)
•• NCINCI--sponsored trialssponsored trials

PIND = principal-initiated new drug.
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Advantages of Conducting Research at Advantages of Conducting Research at 
a Private Practice Officea Private Practice Office

Protocol setProtocol set--upup
Protocol screening and approval processProtocol screening and approval process
Central IRBCentral IRB
Contract processContract process

Protocol executionProtocol execution
Limited personnel involvedLimited personnel involved
CommunicationCommunication
Motivation and incentivesMotivation and incentives

IRB = Institutional Review Board
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Barriers to Conducting Research at a Barriers to Conducting Research at a 
Private Practice OfficePrivate Practice Office

Selection of clinical trialsSelection of clinical trials
The value of scienceThe value of science
Commitment to researchCommitment to research

ProvidersProviders
PatientsPatients

Lack of resourcesLack of resources
SystemSystem
PersonnelPersonnel
TimeTime



1010

Resource AvailabilityResource Availability 
SystemSystem

FacilityFacility
Research spaceResearch space
Patient care areas Patient care areas –– evaluation, treatmentevaluation, treatment
Trained personnelTrained personnel

Clinical laboratoryClinical laboratory
RadiologyRadiology
PathologyPathology
Medical recordsMedical records
HospitalizationHospitalization
Others Others 
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Resource Availability Resource Availability 
PersonnelPersonnel

MandatoryMandatory
Executive Director or AdministratorExecutive Director or Administrator
PhysicianPhysician
Research NurseResearch Nurse
Data ManagerData Manager

OptionalOptional
PresidentPresident
Board of DirectorsBoard of Directors
Scientific Advisory CommitteeScientific Advisory Committee
Credentials CommitteeCredentials Committee
Institutional Review Board Institutional Review Board 
Research Pharmacist Research Pharmacist 
StatisticianStatistician
Data AbstractorsData Abstractors
Community Outreach CoordinatorCommunity Outreach Coordinator
Finance Coordinator Finance Coordinator 
SecretarySecretary
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How to Get Started? How to Get Started? 
Evaluate the site and investigatorsEvaluate the site and investigators
Prepare the sitePrepare the site

Set up policies and proceduresSet up policies and procedures
Assure standards can be metAssure standards can be met
Look for outside resource availability if neededLook for outside resource availability if needed

Prepare personnelPrepare personnel
Select protocol wiselySelect protocol wisely
Prepare itemized protocol budgetPrepare itemized protocol budget
Contact all potential collaborator unitsContact all potential collaborator units
Contract negotiation Contract negotiation 
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Protocol ExecutionProtocol Execution
Patient screeningPatient screening
Informed consent processInformed consent process
Preprint ordersPreprint orders
Patient assessment and monitoringPatient assessment and monitoring
Patient followPatient follow--upup
Research drug handlingResearch drug handling
Research financial issuesResearch financial issues

Clear billing proceduresClear billing procedures
Research record handling and storageResearch record handling and storage
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SummarySummary

Conducting clinical research in a private Conducting clinical research in a private 
practice setting can be challenging and practice setting can be challenging and 
yet rewardingyet rewarding
With proactive and thorough planning, With proactive and thorough planning, 
private practice can provide a rich private practice can provide a rich 
resource for research  resource for research  
With majority of cancer patients being With majority of cancer patients being 
cared for in the private practice setting, cared for in the private practice setting, 
many patients can benefit from the many patients can benefit from the 
availability of a clinical research program availability of a clinical research program 
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