
                                                            Traditional Documentation DCT Trial Related Role / Activity DCT Recommendation 

Investigator 1572 Field 1: Name of Investigator Investigator 1572 Field 1:  Name of Investigator

Virtual Investigator 1572 Field 1: Name of Investigator Virtual Investigator 1572 Field 1:  Name of Investigator

Central lab 1572 Field 4 (Clinical Labs) Central lab 1572 Field 4 (Clincial Labs)
Local Lab 1572 Field 4 (Clinical Labs) Local Lab Task Log (DCT Guidance)
Local Radiolgy Lab Other (Comment) Local Radiolgy Lab Task Log (DCT Guidance)

eCOA raters Delegation of Authority Log eCOA raters (not HCP Providers) Delgation of Authority Log

Sub-investigators 1572 Field 6 (Sub-Investigators) Virtual Investigators 1572 Field 6 (Sub-Investigators)

Network sites
1572 Field 3 (Facilities where 
research will be conducted_ Network Sites

1572 Field 3 (Facilities where research will be 
conducted)

 Mobile research sites
1572 Field 3 (Facilities where research will be 
conducted)

 

Pharmacy research sites : SOC Assessment/ HCP 
Activities asacting as another location for Traditional 
Research Site Task Log (DCT Guidance)

 Pharmacy research Site acting as full site 1572 Field 1:  Name of Investigator

 

Pharmcy research site acting as another location for 
Traditional Research Site
Conducting Protocol Specific Activites Delgation of Authority Log

 
Pharmacy Research Site:  
Low Risk IP Admin (SOC Tasks) Task Log (DCT Guidance)

 
Pharmacy Research Site: 
 High Risk IP Admin Delgation of Authority Log

Primary Care MD Other (Comment) 
Primary Care MD/ HCP acting as another location for 
traitional site: SOC Assessment Task Log (DCT Guidance)

 
Primary Care MD/ HCP acting as another location for 
traitional site: : Protocol Specific Assessment Delgation of Authority Log

 Primary Care MD/ HCP acting as the PI 1572 Field 1:  Name of Investigator
CRC (Clinical Research 
Coordinator) Delegation of Authority Log Virtual CRC Delgation of Authority Log
Home Health Nurses - SOC 
Procdures (signs and 
symptoms) Delegation of Authority Log

Home Health Nurses - SOC Assessment (signs and 
symptoms) Task Log (DCT Guidance)

Home Health Nurses - IP admin Delegation of Authority Log Home Health Nurses - Low Risk IP Admin Task Log (DCT Guidance)
 Home Health Nurses - High Risk IP admin Delgation of Authority Log
 Hone Healh nursse conducting SOC activities. Task Log (DCT Guidance)

Home Health Nurses - Protocol 
Specific Assessment (not SOC) Delegation of Authority Log

Home Health Nurses - Protocol Specific Assessment 
(not SOC) Delgation of Authority Log

Pharmacy
1572 Field 3 (Facilities where 
research will be conducted_ Direct to Patient Pharmacy Depot 1571:  Sponsor ID of CROs

Pharmacist Delegation of Authority Log Direct to Patient Pharmacist Delgation of Authority Log
Phlebotomist Delegation of Authority Log Mobile / in home phlebotomist - SOC Procedure Task Log (DCT Guidance)

 
Mobile / in home phlebotomist - Protocol Specific 
Procedure Delgation of Authority Log

Study Research Staff (Nurse, 
Fellow, etc) Delegation of Authority Log Mobile Research Unit Nurses: SOC procedures Task Log (DCT Guidance)
Study Research Staff (Nurse, 
Fellow, etc) Delegation of Authority Log Mobile Research Unit Nurses:  Low Risk IP admin Task Log (DCT Guidance)

 Mobile Research Unit Nurses:  High Risk IP Admin Delgation of Authority Log
Study Research Staff (Nurse, 
Fellow, etc) Delegation of Authority Log

Mobile Research Unit Nurses:  Protocol Specific 
Assessments Delgation of Authority Log

  
Wearable Provider 1571:  Sponsor ID of CROs Wearable Provider 1571:  Sponsor ID of CROs
Provider support service and 
technical needs for the 
software/ equipment

Other (Comment):  Identify services in 
operational study plans and contracts, 
not regulatory documents

Provider support service and technical needs for the 
software/ equipment

Other (Comment):  Identify services in operational study 
plans and contracts, not regulatory documents


