REV 3, CHANGE 4

SOP 15

PRINCIPAL INVESTIGATOR’S RESPONSIBILITIES AND QUALIFICATIONS

1.0
PURPOSE AND SCOPE

1.1 Purpose and Scope

This SOP specifies the PI’s responsibilities and qualifications in order to conduct human subjects research.

2.0 
RESPONSIBILITIES
2.1 
The Sponsor is responsible for the selection, assessing the qualifications, and training qualified Investigators before, during, and after a clinical study.

2.2 
The PI is responsible for the administration of this and other SOPs.

3.0 
PI RESPONSIBILITIES
3.1 
The Principal Investigator (PI), Local Site Investigator (LSI), and investigator 
must uphold professional and ethical standards and practices and adhere to all 
applicable VA and other Federal requirements, including the local VA facility’s 
SOPs, regarding the conduct of research and the protection of human subjects.  
The responsibilities of the investigator may be defined in the protocol or IRB 
application. Specifically, the PI’s and LSI’s 
responsibilities include, but are not 
limited to: 




1) Disclosing Conflicts of Interests.  This means disclosing to the IRB 



any potential, actual, or perceived conflict of interest of a financial, 



professional, or personal nature that may affect any aspect of the research, 



and complying with all applicable VA and other Federal requirements 



regarding conflict of interest.



2) Ensuring Adequate Resources.  This means ensuring there are 




adequate resources to carry out the research safely.  This includes, but is 



not limited to, sufficient investigator time, appropriately qualified research 


team members, equipment, and space.




3) Ensuring Qualified Research Staff.  This means ensuring research 



staff are qualified (e.g., including but not limited to appropriate training, 



education, expertise, credentials and, when relevant, privileges) to perform 


procedures assigned to them during the study.  In a protocol, study team 



members are generally identified by name or by title.




(a)  If a study team member is identified by name in the IRB-




approved protocol, a replacement or termination of their role 




constitutes a change in the protocol.  Such a change requires IRB 




approval (e.g., if an IRB-approved protocol specifically identified 




the name of a medical monitor and later another individual was 




identified to replace the medical monitor, the protocol would 




require an amendment reflecting the change in the name of the 




medical monitor.  This protocol change would require IRB 





approval prior to initiation of the change, unless it was necessary to 



eliminate apparent immediate hazards to the subjects).





(b)  If a study team member is replaced by another individual and 




the IRB-approved protocol identifies the person by title and not 




name, a replacement by another individual with the same title is 




not a protocol change.  No IRB approval is required (e.g., if a PI 




appointed a new research study coordinator to replace the original 




research study coordinator in an IRB-approved protocol when 




neither is mentioned by name, the replacement in personnel does 




not require approval by IRB because the protocol remains 





unchanged).





(c)  IRB may also require a specific individual(s) by name to be 




part of the study team as a condition for IRB approval of the 




research.  In that case, a proposed change in that specific 





individual would require IRB approval.




4) Promptly Reporting Changes in PI or LSI.  This means promptly 



reporting any changes in the PI or LSI to the IRB.  Changes in other key 



research staff, if any, must be reported at time of continuing review, or 



sooner as required by local SOPs.  These changes include, but are not 



limited to, additions to or loss of staff.  Changes in the PI, LSI, Co-PI, or 



Co-LSI of an IRB-approved project must be evaluated and approved by 



IRB to ensure the new individual meets the criteria described in 38 CFR 



16.111.




5) Overseeing the Research Staff.  This means overseeing and being 



responsible for ensuring the research staff under the investigator’s 




direction comply with all applicable requirements including, but not 



limited to, implementing the research study in accordance with the 




approved protocol.

6) Ensuring Complete Information in Research Protocol.  This means ensuring the research protocol contains all required information




7) Obtaining Written Approvals.  This means obtaining written 




approval(s) before initiating research.  Before initiating the research study 



at a given site, IRB approval must be obtained in writing from the Chair or 


other voting member of the IRB, and all other committees (e.g., R&D 



Committee), subcommittees, and other approvals according to applicable 



local, VA, and other Federal requirements. Research cannot be initiated at 



at this facility until the local investigator has obtained written notification 



that the research can be initiated from the local ACOS for R&D.



8) Implementing the Study as Approved.  This means ensuring the study 


is implemented as approved by the IRB and in accordance with other 



required approvals and with all applicable local, VA, and other Federal 



requirements including, when applicable, those for research involving 



investigational drugs or investigational devices.




9) Maintaining Investigator’s Research Records.  This means 




maintaining written documentation on file that the protocol is being 



implemented as approved by IRB and in accordance with other required 



approvals.  




(a)  Research records include the following when relevant to the 




study:  






(1)  Copies of all IRB-approved versions of the protocol 





and amendments. 






(2)  Case report forms and supporting data, including, but 





not limited to, signed and dated informed consent forms 





and HIPAA authorizations.






(3)  Documentation on each subject including, but not 





limited to: Informed consent; interactions with subjects by 





telephone or in person; observations and interventions.











(4) Other data relevant to the research study including, but 





not limited to: progress notes; research study forms; 





surveys, and questionnaires; reports of adverse events; 





data analyses; 





(5) Reports including, but not limited to, abstracts 






and other publications; All correspondence including, but 





not limited to, that with the funding source or sponsor, and 





with applicable oversight entities including, but not limited 





to, IRB, R&D Committee, ORO, and FDA.


(6)  A master roster of all subjects for whom informed consent 


has been obtained in the study.





(b) Documents must be maintained so that they may be 





audited by the facility RCO or other entities according to 





applicable sponsor, local, VA and other Federal 






requirements. 





(c)  An Accounting of Disclosure must be maintained for each and 




every disclosure of information from this study to a non-VA entity.  



NOTE:  The facility Privacy Officer can assist in providing a 




mechanism to account for this disclosure.



10) Obtaining Informed Consent.  This means ensuring that no human 



being is involved as a subject in research covered by this Handbook unless 


legally effective informed consent of the subject or the subject's Legally 



Authorized Representative (LAR) has been obtained (38 CFR 16.116).  



The informed consent must be obtained and documented prospectively 



(i.e., no screening or other interaction or intervention involving a human 



subject can occur until after the IRB-approved informed consent 




requirements have been met).  The only exceptions are if the IRB of 



record determines the research is exempt (see 38 CFR 16.101(b)), or 



approves a waiver of informed consent (see 38 CFR 16.116(c) and (d), and 


par. 35), or approves a waiver of the signed informed consent form (see 38 


CFR.117(c) and par. 34).  
11) Designating Responsibility for Obtaining Informed Consent.  If the PI or LSI does not personally obtain informed consent, the investigator must formally and prospectively designate to another research team member in writing the protocol or the application for IRB approval the responsibility for obtaining informed consent, whether or not a waiver of documentation of informed consent has been approved by the IRB.  This designee must be a member of the research team.





(a)  Any person designated to obtain informed consent must 




receive appropriate training and be knowledgeable enough about 




the protocol to answer the questions of prospective subjects.  




(b)  The PI or LSI does not have to designate the individual by 




name, but can 
designate the position(s) title in the protocol or the 




application for IRB approval. 



12) Ensuring Consistency of Informed Consent Form, Protocol, and 



HIPAA Authorization.  This means ensuring the language in the 




informed consent form is consistent with that in the protocol and, when 



applicable, in the HIPAA authorization.



13) Ensuring HIPPA Authorization is obtained.  This means ensuring 



that no human being is involved as a subject in research covered by this 



policy, unless the investigator or a designee formally and prospectively 



designated in writing in the protocol by the investigator has obtained 



legally effective HIPAA authorization for the use and disclosure of the 



subject’s PHI, or has obtained Privacy Board or IRB-approved waiver of 



HIPAA authorization.  



14) Performing Subject Outreach.  This means ensuring that, as part of 



the local VA facility’s Research Subject Outreach Program, the 




investigator is responsible for: Making every reasonable effort to make 



available the informational brochure, “Volunteering in Research – Here 



Are Some Things You Need To Know,” 







(http://www.research.va.gov/programs/pride/veterans/tri-fold.pdf) to 



potential research subjects in settings where investigators may recruit 



subjects (e.g., clinic waiting areas), and to prospective subjects, and their 



surrogates where applicable, when the individuals are approached to take 



part in a study. 


15) Ensuring Appropriate Telephone Contact with Subjects.  This 


pertains to contacting the subject by telephone.  Research team members 


are prohibited from requesting Social Security numbers by telephone.



(a) During the recruitment process, the researcher ensures that the 



research team makes initial contact with the prospective subject in 



person or by letter prior to initiating any telephone contact, unless 



there is written documentation that the subject is willing to be 




contacted by telephone about the study in question or a specific kind 



of research (e.g., if the prospective subject has diabetes, the 




subject may indicate a desire to be notified of any diabetes-related 



research studies). The initial contact must provide a telephone number 


or other means 
that the prospective subject can use to verify the study 


constitutes VA 
research. 




(b) Investigators ensure that in later contact, the research team begins 



telephone calls to the subject by referring to previous contacts and, 



when applicable, the information provided in the consent document



and ensuring that the scope of telephone contacts with the subject is 



limited to topics outlined in IRB-approved protocols and consent 



documents. 




16) Obtaining IRB Approval for all Changes.  This means obtaining 



IRB approval for all changes to the research protocol (e.g., amendments or 


modifications), including changes to the IRB informed consent form (the 



IRB informed consent form is unique to each research study), prior to 



implementing the changes.  The only exception is when it is necessary to 



change the protocol to eliminate apparent immediate hazards to the 



subject.  The investigator must promptly report these changes to the IRB.



17) Submitting Continuing Review Materials.  This means ensuring 



continuing review materials are submitted in a timely manner to provide 



IRB sufficient time for reviewing and approving the study before IRB 



approval expires.  IRB approval automatically expires if the continuing 



review and approval does not occur by the expiration date of the current 



approval




18) Reporting Deviations and Complaints.  This means reporting 



deviations from the protocol and subject complaints to IRB in a time 



frame specified in local SOPs.


19) Reporting Problems and SAEs.  This means reporting all 



unanticipated problems involving risks to subjects or others, and 



all internal (i.e., local) SAEs, in accordance with local SOPs and 



VHA Handbook 1058.01.  Within five business days of becoming aware of 


any local (i.e., occurring in the reporting individual’s own facility) 



unanticipated serious adverse event in VA research, members of the VA 


research community are required to ensure that the serious adverse event has 


been reported in writing to the IRB. This requirement is in addition to other 


applicable reporting requirements (e.g., reporting to the sponsor under FDA 


requirements). Please Note: The unfounded classification of a serious 


adverse event as “anticipated” constitutes serious non-compliance. 



20) Completing Appropriate Actions at Research Project Completion.  


This means at completion of the research study, completing all required 



documentation and storing research records according to all applicable VA 


and Federal records retention requirements.  If appropriate, the 




investigator communicates the results to subjects or the community from 



which subjects were recruited.




21) Transferring of Records.  This means transferring of records by VA 



upon departure of the investigator.  If the investigator leaves VA, all 



research records are retained by the VA facility where the research was 



conducted.  If the grant is ongoing and the investigator leaves one VA 



facility to go to another VA facility, the investigator must obtain approval 



for a copy of relevant materials to be provided to the new VA facility’s 



research office.  The approval must be obtained from the first VA 




facility’s research office, any other relevant individuals or offices 




according to VA and local requirements (e.g., compliance, privacy, or 



Information Security Officers (ISOs)) and the sponsor.



22) Maintaining a Master Roster of All Subjects.  This means the 



investigator must maintain a master list of all subjects from whom 




informed consent has been obtained whether or not IRB granted a waiver 



of documentation of informed consent. IRB may waive the requirement 



for the investigator to maintain a master list for a given study if both of the 


following conditions are met: There is a waiver of documentation of 



informed consent, and the IRB determines that including the subjects on 



such a master list poses a potential risk to the subjects from a breach of 



confidentiality.  Investigators must not add a subject’s name to the master 



list of all subjects until after informed consent has been obtained from that 


subject.  The investigator must secure the master list appropriately in 



compliance with all VA confidentiality and information security 




requirements in the investigator’s file for each study.



23) Ensuring Appropriate Research Laboratory Test Reporting.  This 



means ensuring research laboratories not report laboratory results that are 



used for diagnosis, treatment, and prevention of disease in patients, unless 



the research laboratories are properly accredited and meet all requirements 


of 42 CFR 493.




24) Ensuring Research is Scientifically Sound.  This means the 




investigator ensures that the research is scientifically sound. 



25) Ensuring Research Compliance.  This means the investigator 



ensures that research is in compliance with all applicable local, VA, and 



other Federal requirements.



26) Providing a Plan for Recruitment and Selection of Subjects.  The 



investigator provides a plan for just, fair, and equitable recruitment and 



selection of subjects.  NOTE:  The requirement for a plan for just, fair 



and equitable recruitment and selection of subjects applies to both 




prospective and retrospective studies, including studies that use clinical or 


administrative databases or bio-specimens.



27) Minimizing Risks.  This means the investigator is responsible for 



minimizing risks to the subjects or others.



28) Describing Data and Safety Monitoring Plan for Prospective 



Studies.  This means the investigator describes the data and safety 




monitoring plan for prospective studies.  This plan must include, but is not 


limited to, the following:





(a)  What safety information will be collected including SAEs (see 




VHA Handbook 1058.01);





(b)  How the safety information will be collected (e.g., with case 




report forms, at study visits, by telephone calls with subjects); 





(c)  The frequency of data collection including when safety data 




collection starts;




(d)  The frequency or periodicity of review of cumulative safety 




data;





(e)  If not using a DMC, and if applicable, statistical tests for 




analyzing the safety data to determine if harm is occurring;





(f)  Provisions for the oversight of safety data (e.g., by a DMC); 




and





(g)  Conditions that trigger an immediate suspension of the 





research, if applicable.  





NOTE:  The data and safety monitoring plan may vary depending 




on the potential risks, complexity, and nature of the study.  The use 



of an independent DMC needs to be considered if there are 





multiple clinical sites, the study is blinded, interventions are high-




risk, vulnerable populations are included, or when required by the 




funding organization, FDA, sponsor, or other relevant entity.



29) Describing Data and Safety Monitoring Plan for Retrospective 



Studies.  This means the investigator describes the safety and monitoring 



plan for retrospective studies, including studies involving pre-existing data 


and biological specimens.  When applicable, the plan needs to include, but 


is not limited to, the following:





(a)  A discussion with the subject of potential study outcomes that 




may have an effect on the subject’s health or well-being; and





(b)  A procedure to determine when and how to notify individual 




subjects or their health care providers of findings that may affect 




the subjects’ health. 



30) Differentiating Usual Care from Research.  This means the 




investigator provides for usual care.  If the protocol involves “usual care,” 



the protocol must either include a narrative section or there must be a 



separate document in the IRB application that clearly differentiates the 



research intervention(s) from “usual care.”



31) Enlisting Clinical Expertise.  This means the investigator provides 



for clinical expertise.  If the investigator is not a clinician, when 




appropriate, the protocol must have provisions for enlisting the services of 



a clinician with appropriate expertise and privileges to perform protocol 



specific duties.




32) Providing for Privacy and Confidentiality.  This means the 




investigator provides a plan for privacy and confidentiality.  The 




description needs to be sufficiently specific for the reader to understand 



how this requirement protects the subject’s privacy and the confidentiality 



of the data.  These procedures must be in compliance with all applicable 



VA and other Federal requirements.  



33) Providing for Information Security.  This means the investigator 



provides for an information security plan. The plan must clearly 




identify and include, but not be limited to:





(a)  Whether or not individually identifiable information is to be 




collected or used;





(b)  How the data is to be collected or acquired;





(c)  Where the data (original and all copies) is to be stored and 




corresponding security systems;





(d)  How the data is to be transported or transmitted from one 




location to another;





(e)  Who is to have access to the data and how they are to access it 




(anyone who has access to the data is responsible for its security); 




(f)  All entities or individuals outside VHA to whom the data is to 




be disclosed, and the justification for such disclosure and the 




authority (e.g., the HIPAA authorization);





(g)  Who is to have access and be responsible for the security of 




the information (e.g., the Coordinating Center, the statistician, and 




PI who has ultimate responsibility);





(h)  Mechanisms used to account for the information; 





(i)  Security measures that must be in place to protect individually 




identifiable information if collected or used; and





(j)  How and to whom a suspected or confirmed loss of VA 





information is to be reported.



34) Providing Special Safeguards.  This means the investigator provides 



for special safeguards.  When applicable, the protocol includes a narrative 



section that identifies any circumstances that may warrant special 




safeguards to protect the rights and welfare of subjects who are likely to 



be vulnerable including, but not limited to, those subjects who may be 



susceptible to coercion or undue influence; and describes appropriate 



actions to provide such safeguards.
35) Retain all study records in accordance with ORD and ORO record retention requirements.  (Please note: ORD is currently working on a Research Records Control Schedule.  Unless otherwise noted, research records may not be destroyed under any circumstances).
36) Ensuring study personnel who leave the VA have been appropriately removed from the protocol, have cleared through Human Resource and the Research Service, turned in keys and badges and have had their computer access terminated.  

4.0 
PI SELECTION PROCEDURES
4.1 
A PI is an individual, M.D. or equivalent (Ph.D., Pharm. D. etc.) who conducts a clinical study and under whose immediate direction the study/drug/device under investigation is administered.  When the investigation is conducted by a team of individuals, the responsible leader of the team is the PI.   A VA PI will be a VA employee.  VA employees who are contract or WOC employees will be reviewed for eligibility to be PI on a case by case basis based on level of commitment to the VA and risk/benefit of the study.  NO Without Compensation (WOC) Appointments will be granted purely for the purpose of qualifying for PI status. Trainees (i.e., students, residents, and fellows) may not serve as VA PIs.
4.2 
The following criteria are used to evaluate a potential PI and the site facilities as a clinical research site:

1) The PI has qualified and trained study personnel with sufficient time, knowledge, experience, and training to conduct the study. 

2) The PI has access to an adequate and properly equipped facility to conduct the study.

3) The facility has the number of potential study subjects that meet the study criteria. 

4) The PI is qualified to study the disease area described in the protocol, has received training as a clinical research investigator, and understands the investigational nature and requirements of the study. 

5) The PI is not currently listed in FDA's list "Investigators Ineligible to Receive Investigational New Drugs". 

4.3 
The Sponsor must evaluate the PI and the study site facilities.  The following items are reviewed and/or documented:

1) PI’s name, address, and credentials.

2) Study personnel names and credentials.

3) PI's previous experience with clinical studies.

4) Type and size of patient population and practice at the site; i.e., pediatric, adult, allergy, ophthalmology, etc. 

5) The number of clinical studies the PI and site can handle at one time and how many will be ongoing when this trial is active. 

6) The qualifications and quantity of staff available. 

7) Ensure the study facility has adequate and complete facilities and the proper equipment to conduct the study.

8) IRB and R&D Committee frequency of meetings and qualifications. 

9) PI's agreement to obtain IRB and R&D Committee approval and study subject’s informed consent before starting the study. 

10) If available, review of a potential protocol and the ability of the PI to conduct the study. 

11) The expected dates of the study. 

12) Agreement with the PI for adherence to agreed protocol and compliance with the responsibilities of the PI as listed in federal regulations, GCP guidelines, and these SOPs. 

13) Inspection of the pharmacy’s investigational drugs storage area and assesses to research pharmacist qualifications.

14) Drug/device storage facilities and methods of recording drug/device disposition. 

15) PI's agreement to allow the sponsor and FDA to inspect study subject records and CRF.

16) Ability to maintain storage of records for the specified period. 

4.3.1 
After the evaluation, a report documenting the findings of this evaluation is initiated and filed in the Regulatory Binder.

4.4 
If the PI meets the above criteria, he/she may be selected.

5.0 
TRAINING OF INVESTIGATORS
5.1
The Sponsor will instruct the PI of their responsibilities regarding the clinical study. 

5.2 
The PI will attend the Sponsor's Investigators meeting to become informed regarding the study drug/device and study responsibilities, if applicable. 

5.3 
Each Sponsor Investigator will attend, if applicable, a protocol specific meeting with the PI’s site staff to review responsibilities and to become fully informed on the details of the protocol and their responsibilities.  The attendance at this meeting shall be documented.
M. Rita I. Young

Associate Chief of Staff for Research
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