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Policy 

The Principal Investigator (PI) is responsible for supervising the conduct of the clinical study and to protect the rights, safety, and welfare of 

participants. It is common for the PI to delegate certain study-related tasks to employees, colleagues, or other third parties (individuals or entities not 

under the direct supervision of the investigator). When tasks are delegated, the PI is responsible for providing adequate supervision of those to whom 

tasks are delegated. The investigator is accountable for regulatory violations resulting from failure to adequately supervise the conduct of the clinical 

study.   
 

Purpose  

The purpose of this Standard Operating Procedure is to clarify for PIs what research-related tasks can be delegated to others when research involves a 

drug or device by providing a list of common tasks and to whom they may be delegated. 
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Research Tasks MD/DO Nurse Practitioner (NP)/ 

Physician Assistant (PA)
 

Research Nurse 

Specialist
 

Clinical Data 

Manager 

GENERAL ACTIVITY 

Assessment of inclusion/exclusion criteria yes yes Initial documentation; 

Requires evidence of 

confirmation by MD
1
 

no 

Informed consent (IC)/assent   

Note: the MD/DO/NP/PA must conduct initial 

treatment options discussion for an individual 

patient and document discussion in CRIS 

yes yes yes no 

Vital signs yes yes yes no 

Physical exams yes yes no no 

Medical history yes yes Intake only; Medically 

focused evaluations 

done by MD/PA/NP 

no 

Orders for study specific drugs/biologics 

NOTE: For IND studies, ordering individual must be 

on FDA Form 1572. For CTEP studies, each MD 

must be registered with CTEP and have a current 

CTEP ID. 

Yes  Yes, except for CTEP 

sponsored studies where 

co-signature by an  MD who 

has a current CTEP ID is 

required  

no no 

Administration of test article  yes yes yes no 

DLT determination yes yes Initial assessment; 

Requires evidence of 

confirmation by MD
1
 

no 

MTD determination Initial assessment; Requires  

evidence of confirmation by 

PI   

Initial assessment; Requires 

evidence of confirmation by 

PI   

Initial assessment; 

Requires evidence of 

confirmation by PI 

no 

Dose modification (including reductions, holds or 

restarts) 

yes yes Initial assessment; 

Requires evidence of 

confirmation by MD
1
 

no 

ADVERSE EVENTS (AE) 

Intake/documentation of symptoms yes yes yes no 

Assessment of grade and term using CTCAE yes yes Initial determination; 

Requires evidence of 

confirmation by MD
1
 

Initial determination; 

Requires  

confirmation by 

licensed member of 

the research team 

Assessment of clinical significance yes yes Initial determination; 

Requires evidence of 

confirmation by MD
1
  

no 
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Assessment of expectedness and seriousness yes yes Initial determination; 

Requires evidence of 

confirmation by MD 

no 

Assessment of relationship to test article (i.e., 

attribution/causality) 

yes yes Initial determination; 

Requires evidence of 

confirmation by MD
1
  

no 

Determining need for expedited AE reporting to 

IRB, sponsor or FDA, or IBC/OBA 

yes yes  yes no 

Submission of expedited events, unanticipated 

problems, protocol deviations,  or non-compliance 

to  IRB, sponsor or FDA, or IBC/OBA
1
 

yes  if also AI  yes  if also AI Yes No 

DRUG ACCOUNTABILITY 

Documentation of accountability and adherence 

by review of subject diary and/or count of test 

article returned by subject 

yes yes yes no 

SOURCE DOCUMENTS 

Writing in subject’s medical record (i.e., CRIS) or 

research chart 

yes yes yes no 

STUDY PROCEDURES 

Subject Randomization if  other than sponsor or 

the CCR  Central Registration Office 

yes yes yes In collaboration with 

MD/PA/NP/Research 

Nurse 

Lab sample processing, shipping or receiving, 

NOTE: For shipping, appropriate IATA training is 

required and needs to be current.  

yes yes yes yes 

Determination of response yes Requires evidence of review 

with MD directly, by phone 

or email prior to research-

related decisions  

no no 

Assessment of primary study endpoints  yes Requires evidence of review 

with MD directly, by phone 

or email prior to research-

related decisions 

no no 

STUDY REGULATORY DOCUMENTS 

Maintain regulatory binder or study manuals
2
 yes yes yes yes 

CASE REPORT FORMS (CRFs)     

Data transfer from source documents to CRF  yes yes yes yes 

Sign completed CRF, if applicable yes no no no 
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Data query resolution yes yes If other than abnormal 

lab values, requires 

evidence of 

collaboration with MD 

If other than 

abnormal lab values, 

requires evidence of 

collaboration with 

MD 

COMMUNICATIONS 

Communication with sponsors, IRB or federal 

authorities
2 

yes yes yes Yes 

 
1
 The Research Nurse Specialist is to confirm with an MD and document in CRIS to whom they spoke  

2
 Also may be done in part or completely by Protocol Support Office staff 

Adapted from Dana Farber/Harvard Cancer Center with permission 

 


