
Investigator Responsibilities 

Principal Investigators are ultimately responsible for the conduct of research. Principal 
Investigators may delegate research tasks. However, investigators must maintain oversight and 
retain ultimate responsibility for the conduct of those to whom they delegate tasks or 
components of the research.  

The following procedures describe the investigator responsibilities in the conduct of research 
involving human participants.  

13.1 Investigators  

13.1.1 Principal Investigators  

The IRB recognizes one and only one Principal Investigator (PI) for each study. The PI has 
ultimate responsibility for all of the research activities related to the study. 

At BH, individuals who serve as the Principal Investigator on a research project involving human 
subjects must have the appropriate expertise and experience, as generally demonstrated by a 
faculty appointment at the rank of Assistant Professor or higher and/or as a credentialed 
member of the medical staff or associate professional staff. Other individuals may serve as 
Principal Investigator with the approvals of the Department Chair or Chief Research Officer (if 
employed or credentialed by Baystate Medical Center), the Institutional Official, and the IRB.  
Principal Investigators for FDA-regulated clinical trials must be credentialed physicians on the 
medical staff in good standing and hold a current full license from the Board of Registration in 
Medicine in the Commonwealth of Massachusetts.  Depending on the specifics of the individual 
protocol, there may be instances where a non-physician, licensed, credentialed health care 
professional is appropriate to serve as PI.  The IRB will consider these requests on a case-by-
case basis. 

Students, residents, and fellows may not serve as a Principal Investigator but may serve as a 
sub-investigator.  Chief Residents, who have completed their core residency training and are 
serving an additional year in the residency program, may serve as Principal Investigator if they 
are otherwise eligible and are approved by the Department Chair and Institutional Official.  

Protocols that require expertise or skills beyond those held by the Principal Investigator must 
be modified to align with the investigator's expertise or skills, or have one or more additional 
qualified faculty as sub-investigator(s). 

Principal Investigators are required to personally conduct or supervise the conduct of the 
research.  Delegation of tasks to other individuals, and the qualifications and training of those 
individuals to fulfill those tasks, must be documented.  In the event that a Principal Investigator 
will be temporarily unavailable, such as for a vacation, and research activities will continue 
during the period of absence, the PI should designate a qualified sub-investigator to oversee 
the research in his or her absence.  Upon return, the PI should review the activities that 



occurred during the period of absence.  In the event that a Principal Investigator anticipates an 
extended absence, such as for a sabbatical, arrangements must be made for either an 
investigator hold or for designation of a sub-investigator to serve as Principal Investigator for 
the duration of the absence.  The designated sub-investigator must be qualified and thoroughly 
trained in the protocol.  Such designations must be documented, reported to, and approved by 
the IRB.  Principal Investigators who leave the institution are required to either close the 
research project or to transfer responsibility for the project, with IRB approval, to a qualified 
Principal Investigator prior to their departure. 

 

13.1.2 Research Team  

The PI and other individuals, also known as key personnel, who contribute to the scientific 
development or execution of a project in a substantive, measurable way, whether or not they 
receive salaries or compensation under the protocol.   The research team also consists of 
individuals who intervene or interact directly with human subjects, or who analyze data and/or 
tissue, for the purposes of the research.  All individuals who directly interact or intervene with 
local subjects or their identifiable data and/or tissue for the purposes of the research must be 
included on the IRB submission.  Individuals such as statisticians who may provide significant 
support to the research but do not have any direct interaction with local subjects or their 
identifiable data do not need to be included on the IRB submission unless specifically requested 
to evidence appropriate expertise/resources to conduct the research.  Such individuals may be 
excluded from the requirement for current ethics training in human subjects research since 
their involvement does not involve human subjects.  The Director(s) or IRB Chair or designee 
will consider requests for such an exclusion on a case-by-case basis. 

13.2 Responsibilities  

In order to satisfy the requirements of this policy, investigators who conduct research involving 
human subjects must:  

1. Develop and conduct research that is in accordance with the ethical principles in the 
Belmont Report  

2. Develop a research plan that is scientifically sound and minimizes risk to the subjects; 

3. Ensure that risks to subjects are minimized: (i) By using procedures which are consistent 
with sound research design and which do not unnecessarily expose subjects to risk, and 
(ii) whenever appropriate, by using procedures already being performed on the subjects 
for diagnostic or treatment purposes; 

4. When some or all of the subjects are likely to be vulnerable to coercion or undue 
influence, such as children, prisoners, pregnant women, mentally disabled persons, or 
economically or educationally disadvantaged persons, include additional safeguards in 



the study to protect the rights and welfare of these subjects;  

5. Maintain and adhere to HRPP-approved basic Standard Operating Procedures for 
Investigators.  Template versions applicable to clinical trials are available on IRBnet and 
upon request from HRPP Education & Compliance staff.  Approval is obtained by 
submitting SOPs to the HRPP Director for review; 

6. Ensure that all research involving human subjects receives IRB review and approval in 
writing before commencement of the research.  Seek HRPP or IRB assistance when in 
doubt about whether proposed research requires IRB review;  

7. Have sufficient resources necessary to protect human subjects, including:  

a) Access to a population that would allow recruitment of the required number of 
subjects.  

b) Sufficient time to conduct and complete the research.  

c) Adequate numbers of qualified staff.  

d) Adequate facilities.  

e) A process to ensure that all persons assisting with the research are adequately 
informed about the protocol and their research-related duties and functions.  

f) Availability of medical or psychological resources that subjects might require as a 
consequence of the research.  

8. Assure that all procedures in a study are performed with the appropriate level of 
supervision and only by individuals who are licensed or otherwise qualified to perform 
such under the laws of Massachusetts and the policies of BH;  

9. Assure that all key personnel are educated in the regulatory requirements regarding the 
conduct of research and the ethical principles upon which they are based;  

10. Ensure that pertinent laws, regulations, and institution policies and guidelines are 
observed by participating investigators and research staff;  

11. Protect the rights and welfare of prospective and actual subjects;  

12. Recruit subjects in a fair and equitable manner;  

13. Obtain and document informed consent as required by the IRB and ensure that no 
human subject is involved in the research prior to obtaining their consent unless the 
requirement has been waived by the IRB;  

14. Have plans to monitor the data collected for the safety of research subjects;  



15. Protect the privacy of subjects and maintain the confidentiality of data;  

16. Have a procedure to receive complaints or requests for additional information from 
subjects and respond appropriately,  

17. Ensure that modifications to approved research are not implemented prior to IRB 
review and approval except when necessary to eliminate apparent immediate hazards 
to subjects;  

18. Comply with all HRPP and IRB decisions, conditions, and requirements;  

19. Ensure that protocols receive timely continuing IRB review and approval;  

20. Report unanticipated problems , noncompliance, and other reportable events to the 
IRB according the procedures detailed in this manual;  

21. Maintain complete and accurate records of the research. 

22. Must report modifications necessary to eliminate immediate apparent hazards to the IRB 
as soon as possible and no later than 10 business days (in cases of emergency) 

Principal Investigators are required to personally conduct or supervise the conduct of the  
research.  Delegation of tasks to other individuals, and the qualifications and training of those 
individuals to fulfill those tasks, must be documented.   

Screening of subjects for eligibility and the consent process are critical tasks crucial to the 
protection of human subjects.  At BH, delegations of these tasks to students and professional 
research staff should be in accordance with the following guidelines.  Direct involvement 
and/or monitoring of these tasks by the PI and appropriate sub-investigators is strongly 
encouraged.   Refer to the Clinical Research Matrix (Career Ladders) within the IRBNet library 
for additional information on level-based responsibilities for professional research staff. The IRB 
may grant exceptions to the guidelines for screening and consent on a case-by-case basis.  Such 
requests should be submitted in writing via the IRB electronic system including a justification or 
rationale for the exception. 

A chart outlining the Matrix is available on page 185. 



 Abbreviated Clinical Research Matrix   

  
*Post-high school students who are at BMC under an institutional or individual affiliation 
agreement or as an Associate in Research. High school-aged students may not participate in 
human subjects’ research but may observe in accordance with the observership policy. 

Study Type Non-interventional studies Interventional Studies 

Task: Screening Informed Consent Screening Informed 
Consent CR Assistant I May assist or 

conduct 
May assist or 
conduct 

No responsibility No responsibility 
CR Assistant II May assist or 

conduct 
May assist or 
conduct 

May assist or 
conduct 

May assist 

CR Coordinator I 
(non-nurse) 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct with 
PI/Sub-I 
available for 

CR 
Coordinator II 
(non-nurse) 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct with 
PI/Sub-I 
available for Senior CR 

Coordinator 
(non-nurse) 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct with 
PI/Sub-I 
available for 

     
Nurse Coordinator I May assist or 

conduct 
May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct with 
PI/Sub-I 
available for Nurse Coordinator 

II 
May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

Nurse Coordinator 
III 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

Nurse Coordinator 
IV 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

     
CR Manager I May assist or 

conduct 
May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

CR Manager II May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

May assist or 
conduct 

     
College students 
(undergraduate)* 

May assist May assist No responsibility No responsibility 

Medical and other 
graduate students* 

May assist or 
conduct 

May assist or 
conduct 

May assist May assist 

Associates in 
Research who are 
not enrolled in a 
degree- granting 
program* 

May assist May assist No responsibility No responsibility 



13.3 Training / Ongoing Education of Investigators and Research Team  

As stated above, one component of a comprehensive human research protection program is an 
education program for all individuals involved with research subjects. BH is committed to 
providing training and an on-going educational process for investigators and members of their 
research team related to ethical concerns and regulatory and institutional requirements for the 
protection of human subjects.  

13.3.1 Initial Education  

Baystate Health has a legal and ethical responsibility to protect the rights and welfare of human 
subjects participating in research it conducts or sponsors, or in which Baystate Health is 
otherwise engaged regardless of the location of the research or source of funding. Consistent 
with these responsibilities, Baystate Health requires every individual engaged in human subject 
research overseen by the Baystate Health IRB to have appropriate training in human subjects 
protections.  
 
Employees of Baystate Health and members of their research teams must complete the web- 
based Collaborative IRB Training Initiative (CITI) Basic Biomedical. 
 
For FDA regulated (drugs or device) studies and National Institutes of Health (NIH) funded 
clinical trials, Good Clinical Practice (GCP) and the Basic Biomedical is required for all research 
staff prior to their involvement in the research.  

 
For clinical trials that do not fall under FDA regulations or have NIH funding, the principal 
investigator must complete GCP and Biomedical training.  All other members on the study can 
complete Biomedical training. 
 
In addition, continuing education/refresher courses must be completed every three years for 
each required course. For research conducted by sites for which Baystate Health is serving as 
the single IRB under an IRB reliance agreement, the reliance agreement obligates the site to 
require appropriate humans’ subjects training according to their local policies and procedures 
 
Notwithstanding this policy, the Baystate Health IRB may require an investigator to fulfill 
additional education and training requirements as part of a corrective action plan or a remedial 
education. 
 
Sponsors, such as the National Institutes of Health (NIH), may have additional training 
requirements. For example, NIH requires individuals engaged in NIH-funded clinical trials to 
complete training in Good Clinical Practice (GCP) every three years. 
 
In addition, if any research staff whom are involved in the handling and/or shipment of 
specimens or biological materials Dangerous Goods must be trained, tested and certified. The 
research staff must complete or possess a current Saf T Pak training as the initial education 



requirement. Subsequently, research staff may complete Saf T Pak or the CDC Packing and 
Shipping Dangerous Goods training to renew and to be in compliance with the training 
requirement. 
 
Education is required of each individual initially and at least every three years. COI training is 
monitor by the Research Integrity Officer. 
 

13.3.2 Waiver of BH Education Requirements  

If external investigators or other members of the research team can verify that they have 
successfully completed human subjects research training equivalent to that required by BH, 
they may request a waiver of the BH specific requirements by contacting the HRPP Director.  In 
general, training from other AAHRPP-accredited organizations is accepted as equivalent as long 
as the topic areas covered by that training are relevant to the proposed research. 

13.3.3 Continuing Education and Recertification  

All investigators and members of their research teams must complete continuing education 
every three (3) years after certification of Initial Education for as long as they are involved in 
human subject research. There is no exception to this requirement. Acceptable training 
includes completion of specified CITI refresher modules.  Attendance at PRIM&R or OHRP 
seminars and conferences, attendance at selected HRPP Human Subjects Research 
Presentations, and other training may be acceptable. In these cases, the researcher should 
check with the HRPP office for a determination.  

Investigators must submit evidence of current education at initial and continuing review. New 
research protocols and applications for continuing review will not be accepted from principal 
investigators who have not submitted satisfactory evidence of education in human subjects 
protections.  

Investigators who are also IRB members or HRPP/IRB staff will satisfy the training requirements 
for IRB members and staff described in this policy under Section 2.12.  

Failure to meet this requirement will result in the administrative removal of the Investigator 
from all protocols on which the Investigator is listed, or suspension of the study if the 
Investigator is the Principal Investigator. Once removed, Investigators must not participate in 
any research activities until the training requirement has been satisfied and the Investigators 
have been reinstated by the IRB. Reinstatement on each protocol can only be accomplished 
through the submission and approval of a Modification Request (amendment) to the IRB. 

13.3.4 Professional Certification of Clinical Research Staff 

Clinical research staff are required to achieve professional certification in clinical research 
within one year of eligibility. This policy applies to all BH Clinical Research Assistants, 



Coordinators, Nurse Coordinators, Regulatory Specialists, and Managers/Supervisors. 
Professional certification in clinical research is currently obtained through either the Society of 
Clinical Research Associates (SoCRA) or the Association for Clinical Research Professionals 
(ACRP). In addition, a limited number of colleges and universities offer equivalent certificate 
programs in clinical research. 

Certification must be attained within one year of eligibility, or within one year of date of hire for 
those entering the system, who are already eligible. If the candidate fails to achieve 
certification on the first attempt, they will be granted a second attempt within one year. Failure 
on the second attempt will result in demotion to the levels of the matrix (Research Assistant 1 
or 2, Research Nurse Coordinator 1) where certification is not a requirement. 

The Division of UMMS - Baystate will provide financial reimbursement for the cost of the 
certification examination (first and second attempt), for re-certification fees, and for 
membership in the certifying organization if membership is required as a criterion for 
maintaining certification. 

The Division of UMMS - Baystate hosts educational events to support clinical research staff in 
obtaining the continuing education credits necessary to maintain certification. Certification 
examination study materials and other resources are available through the Human Research 
Protections Program (HRPP). 

13.3.5 Additional Resources  

Human research protection information will be made available on the HRPP/IRB intranet pages 
on an ongoing basis to ensure that the research community is apprised of current regulatory 
and policy requirements and training opportunities.   Additionally, information is disseminated 
via email and through live educational presentations. 

13.3.6 Request for IRB Reconsideration 

An investigator can request that the IRB reconsider any determination, whether it is related to a 
specific submission, a determination that an unanticipated problem has occurred, a finding of 
serious or continuing noncompliance, or a suspension or termination.  

It is essential that requests for reconsideration be received in a timely manner. For 
determinations of non-compliance, unanticipated problems, or suspensions or terminations, 
requests for reconsideration should be submitted within ten (10) business days of receipt of the 
IRB determination so that the institution can fulfill its reporting obligations to external entities 
in a timely fashion.  For requests related to an IRB requirement on a specific submission, 
requests for reconsideration should be submitted within thirty (30) days. 

An investigator can request reconsideration by submitting a response package to the IRB via 
IRBNet.  The submission package should include a memo specifying the exact request of the 



investigator, the basis for the request, and modified application form or other materials as 
applicable. 

If the original determination was made by the convened board, the investigator’s request will 
be considered at the next available meeting of the IRB.  If the original determination was made 
by a reviewer under the expedited review process, the request for reconsideration will be given 
to the same reviewer whenever possible.  The IRB will make a determination whether to 
uphold, reverse or modify its decision. The IRB notifies the investigator of the final outcome via 
a letter produced within IRBNet.   For reconsiderations related to determinations of non-
compliance, unanticipated problems, or suspensions or terminations, the IO, Department Chair 
or Supervisor, and other parties will be notified of the final outcome as applicable.  

13.4 Investigator Concerns  

Investigators who have concerns or suggestions regarding BH’s Human Research Protection 
Program should convey them to the Director, Institutional Official, or other responsible parties 
(e.g. IRB Chair, Department Chair), who will in turn inform the Institutional Official. The issues 
will be reviewed, and when deemed necessary, the Institutional Official will convene the 
appropriate parties to form a response for the investigator, make necessary procedural or 
policy modifications, or take other steps, as warranted. 

It is essential that concerns are brought forward in a timely manner as it is very difficult to 
determine facts as time elapses.  Reports of project specific concerns should include as much 
detail as possible including the name of the PI, the IRBNet number, and the dates, times, and 
individuals relevant to the situation.  While individuals are encouraged to contact the Director 
or IO directly in order to facilitate their ability to thoroughly investigate issues, anonymous 
reports may be made utilizing the “Suggestions or Questions” submission link on the UMMS - 
Baystate home page on the HUB or the corporate compliance hotline. To raise concerns or 
report a violation, employees may contact: 

 Their supervisor, manager, or vice president 

 Baystate Health Compliance Office: 413-794-7955 

 24-hour Hotline: 1-877-874-RIGHT (7444) (anonymous and confidential)  

 


