
Institutional Review Board 

Baystate has established an Institutional Review Board (IRB) to ensure the protection of human 
subjects in human subjects research conducted under the auspices of Baystate.  All non-exempt 
human subjects research conducted under the auspices of the Baystate must be reviewed and 
approved by the Baystate IRB prior to the initiation of the research.   

Although Baystate has authorized more than one IRB to fulfill this function, all Baystate IRBs 
follow these same policies and procedures. Therefore, for the purposes of this document, all 
on-site IRBs are referred to as the Baystate IRB. 

The Baystate IRB may serve as the IRB of record for research conducted at other institutions 
under special agreement.  The IRB Reliance Analyst in consultation with the HRPP Director will 
consider such requests to serve as the IRB of record on an individual basis.  Fees may be 
charged as appropriate to cover the costs associated with taking on such a responsibility.  When 
the Baystate IRB serves as the IRB of record, the research is subject to these policies. (Refer to 
the single IRB SOP.) 

Baystate also utilizes the services of the NCI CIRB for protocols available through the CIRB 
review mechanism. As determined appropriate by the IRB Reliance Analyst in consultation with 
the HRPP Director, Baystate may enter into agreements to cede authority to a non-local IRB or 
enter into a collaborative or joint review arrangement.  

The authorized off-site IRBs that serve as the IRB-of-record for Baystate have the same 
authority as the on-site IRB and all determinations and findings of the off-site IRBs are equally 
binding on all research under the auspices of the institution.  

The following describes the authority, role and procedures of the on-site IRBs.   

2.1 IRB Authority 

Under the Federal Regulations and institutional policy, the IRBs authority includes: 

1. To approve, require modifications to secure approval, defer, or disapprove all human 
subjects research activities overseen and conducted under the auspices of BH, 
regardless of location of the research activities;  

2. To suspend or terminate approval of research not being conducted in accordance with 
the IRB’s requirements or that has been associated with unexpected serious harm to 
participants;  

3. To observe, or have a third party observe, the consent process; and  

4. To observe, or have a third party observe, the conduct of the research.  



No research involving human subjects may commence until all required Institutional approvals 
(including IRB) are obtained.  Research that has been reviewed and approved by the IRB may be 
subject to review and disapproval by officials of the institution. However, those officials may 
NOT approve the implementation of research if it has not been approved by the IRB nor may 
those officials override the decision of the IRB. Institution officials may strengthen 
requirements and/or conditions, or add other modifications to secure institutional approval or 
approval by another institution committee. Previously approved research proposals and/or 
consent forms must be re-approved by the IRB before initiating the changes or modifications.  

2.2 Number of IRBs 

There are currently two on-site IRBs and multiple off-site IRBs under special agreement as 
determined appropriate by the IO or designee.  The on-site IRBs are generalist IRBs responsible 
for the review of all types of research conducted at the organization.   The responsibilities for 
review and oversight by other off-site IRBs are determined on an individual basis and 
documented via an Institutional Agreement.   The IO and HRPP Directors will review the activity 
of the on-site IRBs on at least an annual basis and make a determination as to the appropriate 
number of IRBs that are needed for the institution.  The utilization of and performance of the 
off-site IRBs will also be evaluated on an annual basis. 

2.3 Roles and Responsibilities 

2.3.1 Chair of the IRB 

The leadership positions of Chair and Vice Chair of an IRB are appointed by the Institutional 
Official in conjunction with the IRB members and HRPP Directors. Any change in appointment, 
including reappointment or removal, requires written notification. Appointments may, or may 
not, have a specific term.  A Chair or Vice Chair may be appointed to a leadership position on 
more than one IRB. 

The IRB Chair should be a highly respected individual, from within Baystate, fully capable of 
managing the matters brought before the IRB with fairness and impartiality. The IRB must be 
perceived to be fair, impartial and immune to pressure by the institution's administration, the 
investigators whose protocols are brought before it, and other professional and 
nonprofessional sources. 

The IRB Chair is responsible for conducting the meetings of the IRB and other responsibilities as 
described within these policies and the regulations governing the conduct of human subjects 
research.  This includes the designation of other experienced members of the IRB to conduct 
exempt and expedited reviews and other functions.  The IRB Chair or his/her designee builds 
collegial relationships with investigators and Department Chairs through active communication 
on both protocol-specific and general issues as related to human subjects protections.  The IRB 
Chair(s) take an active role in the education of the research community and contribute to the 
development of human subjects research policies and guidance as appropriate. 



The IRB Chair and the Director advise the Institutional Official regarding IRB member 
performance and competence.  

The performance of IRB Chair is reviewed on an annual basis by the Board members and HRPP 
Directors in consultation with the Institutional Official.  Feedback from this evaluation is given 
to the Chair. If the Chair is not acting in accordance with the IRB’s mission, following these 
policies and procedures, has an undue number of absences, or not fulfilling the responsibilities 
of the Chair, the Chair may be removed by the Institutional Official. 

The IRB Chair in conjunction with HRPP leadership may implement alternative review 
procedures, including leveraging online and virtual platforms, to ensure that IRB meetings can 
continue in scenarios where the IRB cannot meet in person. In instances where the convened 
IRB is unable to meet and IRB approval for a study may lapse, the IRB Chair or designee can 
determine whether subjects can continue to participate in research activities if it is in the best 
interest of already enrolled subjects. 

 

2.3.2 Vice Chair of the IRB 

The Vice Chair serves as the Chair of the IRB in the absence of the Chair and has the same 
qualifications, authority, and other duties as the Chair. 

2.3.3 Subcommittees of the IRB 

The IRB Chair, in consultation with the Directors, may designate one or more other IRB 
subcommittee of the IRB to perform duties, as appropriate, to review and undertake other IRB 
functions, and to make recommendations to the IRB.  The IRB Chair, in consultation with the 
Directors, will appoint IRB members to serve on each IRB Subcommittee created under this 
Section.  The number and composition of the IRB Subcommittee members shall depend on the 
authority delegated by the IRB Chair to such IRB Subcommittee (e.g., merely making 
recommendations versus decision-making authority). If the IRB Subcommittee has decision-
making authority, then its members and composition must comply with the requirements for 
IRB composition under the regulations. Members of the IRB Subcommittee must be 
experienced in terms of seniority on the IRB, and must be matched as closely as possible with 
their field of expertise to the study assigned to the IRB Subcommittee. 

If the IRB Chair creates one or more IRB Subcommittees, he/she shall also indicate whether it is 
a standing or ad hoc IRB Subcommittee. 

2.4 IRB Membership 

IRB members are selected based on appropriate diversity, including consideration of race, 
gender, cultural backgrounds, specific community concerns in addition to representation by 
multiple, diverse professions, knowledge and experience with vulnerable subjects, and 



inclusion of both scientific and non-scientific members.  The structure and composition of the 
IRB must be appropriate to the amount and nature of the research that is reviewed.  Every 
effort is made to have member representation that has an understanding of the areas of 
specialty that encompasses most of the research performed at Baystate.  Baystate has 
procedures that specifically outline the requirements of protocol review by individuals with 
appropriate scientific or scholarly expertise. 

In addition, the IRB will include members who are knowledgeable about and experienced 
working with the vulnerable populations that typically participate in Baystate research.   

Individuals from Baystate’s Financial Administration, Sponsored Programs Administration, or 
Office of Technology Transfer may not serve as members of the IRB or carry out day-to-day 
operations of the IRB review process.  Individuals from these offices may provide information to 
the IRB and attend IRB meetings as guests.  

The IRB must promote respect for its advice and counsel in safeguarding the rights and welfare 
of human subjects; and possess the professional competence necessary to review specific 
research activities.   A member of the IRB may fulfill multiple membership position 
requirements for the IRB. 

2.5 Composition of the IRB 

1. The IRB will have at least five members with varying backgrounds to promote complete 
and adequate review of research activities commonly conducted by the institution. 

2. The IRB is sufficiently qualified through the experience and expertise of its members, 
and the diversity of the members, including consideration of race, gender, and cultural 
backgrounds and sensitivity to such issues as community attitudes, to promote respect 
for its advice and counsel in safeguarding the rights and welfare of human subjects. 

3. In addition to possessing the professional competence necessary to review specific 
research activities, the IRB is able to ascertain the acceptability of proposed research in 
terms of institutional policies and regulations, applicable law, and standards of 
professional conduct and practice. The IRB will therefore include persons 
knowledgeable in these areas. 

4. If the IRB regularly reviews research that involves a vulnerable category of subjects (e.g., 
children, prisoners, pregnant women, or handicapped or mentally disabled persons), 
consideration is given to the inclusion of one or more individuals on the IRB who are 
knowledgeable about and experienced in working with these subjects.   When protocols 
involve vulnerable populations, the review process will include one or more individuals 
who are knowledgeable about or experienced in working with these participants, either 
as members of the IRB or as consultants. 



5. Every nondiscriminatory effort is made to ensure that the IRB does not consist entirely 
of men or entirely of women, including the institution's consideration of qualified 
persons of both sexes, so long as no selection is made to the IRB on the basis of gender. 
The IRB shall not consist entirely of members of one profession. 

6. The IRB includes at least one member whose primary concerns are in scientific areas 
and at least one member whose primary concerns are in nonscientific areas. 

7. The IRB includes at least one member who is not otherwise affiliated with the institution 
and who is not part of the immediate family of a person who is affiliated with the 
institution. “Immediate family” is defined as spouse and dependent children. 

8. The IRB includes at least one member who represents the general perspective of 
research participants. 

9. One member may satisfy more than one membership category. 

10. The Directors and staff of the HRPP and IRB offices may be voting members of the IRB. 

The requirements for the composition of the IRB under the revised Common Rule vary 
slightly from the  pre-2018 rule. The composition of the Baystate Health IRB complies with 
both rules. The following excerpt describes the requirements for the composition of the IRB 
under the revised Common Rule: 

Each IRB shall have at least five members, with varying backgrounds to promote 
complete and adequate review of research activities commonly conducted by the 
institution. The IRB shall be sufficiently qualified through the experience and expertise 
of its members (professional competence), and the diversity of its members, including 
race, gender, and cultural backgrounds and sensitivity to such issues as community 
attitudes, to promote respect for its advice and counsel in safeguarding the rights and 
welfare of human subjects. The IRB shall be able to ascertain the acceptability of 
proposed research in terms of institutional commitments (including  policies and 
resources) and regulations, applicable law, and standards of professional conduct and 
practice. The IRB shall therefore include persons knowledgeable in these areas. If an 
IRB regularly reviews research that involves a category of subjects that is vulnerable 
to coercion or undue influence, such as children, prisoners, individuals with impaired 
decision-making capacity, or economically or educationally disadvantaged persons, 
consideration shall be given to the inclusion of one or more individuals who are 
knowledgeable about and experienced in working with these categories of subjects. 

 

The IRB shall include at least one member whose primary concerns are in scientific 
areas and at least one member whose primary concerns are in nonscientific areas. 



The IRB shall include at least one member who is not otherwise affiliated with the 
institution and  who is not part of the immediate family of a person who is affiliated 
with the institution. 

 

No IRB may have a member participate in the IRB’s initial or continuing review of any 
project in which the member has a conflicting interest, except to provide information 
requested by the IRB. 

 

An IRB may, in its discretion, invite individuals with competence in special areas to 
assist in the review of issues that require expertise beyond or in addition to that 
available on the IRB. These individuals may not vote with the IRB. [§46.107] 

2.6 Appointment of Members to the IRB  

Members of the IRB are appointed by the Institutional Official or designee.  The IRB Chair 
and/or the Directors are responsible for advising the Institutional Official on the need to expand 
membership or replace an outgoing member or alternate. The Institutional Official will consider 
recommendations received from the Directors, IRB Chairs, IRB members, Department Chairs, 
Program Directors, and others.  

Potential members are contacted by a Director or the IRB Chair to discuss the role and 
expectations of an IRB member and to solicit information regarding the nominee’s 
qualifications. 

There is no designated term of service. An appointment, reappointment, or any change in 
status such as removal, must be provided in writing.   A Member may resign by providing 
written notification to the Director of the HRPP or the IRB Chair. 

On an annual basis, the Directors and IRB Chairs review the membership and composition of 
each IRB to determine if they continue to meet regulatory and institutional requirements and 
consult with the IO if deficiencies are noted.  In compliance with OHRP requirements, every 
effort will be made to report changes to IRB membership within 90 days. 

2.7 Alternate Members  

The appointment and function of alternate members is the same as that for primary IRB 
members.  The alternate's expertise and perspective are expected to be comparable to those of 
the primary member. The role of the alternate member is to serve as a voting member of the 
IRB when the regular member is unavailable to attend a convened meeting. When an alternate 
member substitutes for a primary member, the alternate member will receive and review the 
same materials prior to the IRB meeting that the primary member received or would have 
received. 



The IRB roster identifies the primary member(s) or member category (i.e. Non-scientist) for 
whom each alternate member may substitute. The alternate member will not be counted as a 
voting member unless the primary member is absent. The IRB minutes will document when an 
alternate member replaces a primary member. 

Experienced Alternate members may perform expedited reviews if so, delegated by the IRB 
Chair. 

Alternate members are expected to attend or observe a minimum of two IRB meetings per 
year. 

2.8 IRB Member Conflict of Interest 

No IRB member, staff, or consulting reviewer (collectively referred to as “IRB member”) may 
participate in the processing, review, deliberations or voting of any research project in which 
the IRB member has a conflict of interest or commitment (COI), except to provide information 
as requested.  It is the responsibility of each IRB member to disclose any COI in a study 
submitted for review and recuse him/herself from the processing, deliberations, and votes.  For 
convened board review, the conflicted member or staff must leave the meeting room for the 
discussion and vote.   

All voting members of the IRB complete a Conflict Disclosure Form when first appointed and at 
a minimum annually thereafter.  If a respondent answers affirmatively to any question on the 
Form, the HRPP Director consult with the RIO for further analysis and reporting to the Conflict 
Review Committee. 

An IRB member or consultant may be considered to have a conflicting interest when they, or an 
immediate member of their family (spouse and dependent children), have any of the following: 

1. Substantive involvement in the design, conduct, and reporting of the research. 

2. Significant financial interests related to the research being reviewed. “Financial Interest 
Related to the Research” is defined as financial interest in the sponsor, product or 
service being tested. 

3. Any other situation where an IRB member has another interest that conflicts with his or 
her ability to process, review, or deliberate objectively on a protocol. 

An IRB Member will not be assigned to review any protocols for which they have a COI.   

The IRB Chair will poll IRB members at each convened meeting to determine if a COI exists 
regarding any protocols to be considered during the meeting and reminds them that they 
should recuse themselves by leaving the room during the discussion and vote of the specific 
protocol.  IRB members with a conflicting interest are excluded from being counted towards 
quorum for that specific protocol.  All recusals by members for COI are recorded in the minutes. 



If the COI status of an IRB member changes during the course of a study, the IRB member is 
required to declare this to the IRB Chair and/or the HRPP Director. IRB members must update 
their institutional conflict of interest within 30 days of COI status change. 

2.9 Use of Consultants 

When necessary, the IRB Chair or the HRPP Director may solicit individuals from the 
organization or the community with competence in special areas to assist in the review of 
issues or protocols, which require scientific or scholarly expertise beyond or in addition to that 
available on the IRB.  The need for an outside reviewer is determined in advance of the meeting 
by the HRPP Director or IRB Chair by reviewing the protocols scheduled to be reviewed at the 
convened meeting.  IRB members may also request consulting opinions.  The HRPP Office will 
ensure that all relevant materials are provided to the outside reviewer prior to the convened 
meeting.   

Written statements of consultants are kept in IRB records. Key information provided by 
consultants at meetings is documented in the minutes. Written reviews provided by the 
consulting reviewer are filed with the protocol. 

The HRPP Director reviews the conflicting interest policy for IRB members with consultants and 
consultants must verbally confirm to the HRPP Director that they do not have a conflict of 
interest prior to review. Individuals who have a conflicting interest or whose spouse or family 
members have a conflicting interest in the sponsor of the research will not be invited to provide 
consultation.   

The consultant’s findings are presented to the full board for consideration either in person or in 
writing.  If in attendance, consultants are not counted towards quorum, these individuals will 
provide consultation but may not participate in or observe the vote.   

Ad hoc or informal consultations requested by individual members (rather than the full board) 
are requested in a manner that protects the researcher’s confidentiality and is in compliance 
with the IRB conflict of interest policy (unless the question raised is generic enough to protect 
the identity of the particular PI and research protocol).  Members will report the outcome of 
such consultations to the remaining board members either in writing or verbally at the 
convened meeting. 

2.10 Duties of IRB Members 

The agenda, submission materials, protocols, proposed consent forms and other appropriate 
documents are distributed to members on-line prior to the convened meetings at which the 
research is scheduled to be discussed.  Members are expected to review the materials prior to 
each meeting in order to participate fully in the review of each proposed project.  IRB members 
will treat the research proposals, protocols, and supporting data confidentially.  All printed 
copies of the protocols and supporting data are to be disposed of in a secured BH bin or 
shredded. 



2.11 Attendance Requirements  

Members should attend all meetings for which they are scheduled.  If a member is unable to 
attend a portion or all of a scheduled meeting, they should inform an IRB staff member.  If the 
inability to attend is for the majority or duration of a meeting, the member or IRB staff member 
should determine if an alternate is able to attend in their place. Out of consideration for the 
alternate, such arrangements should be made as far in advance as reasonably possible. 

If an IRB member is to be absent for an extended period of time, such as for a sabbatical, he or 
she must notify the IRB at least 30 days in advance so that an appropriate replacement can be 
obtained.  The replacement can be temporary, for the period of absence, or permanent if the 
member is not returning to the IRB.  If the member has a designated alternate, the alternate 
can serve during the primary member’s absence, provided the IRB has been notified in advance. 

As a means to maintain working knowledge, alternate members are expected to attend or 
observe a minimum of two IRB meetings per year and to review updates and educational 
materials distributed by the IRB office. 

2.12 Training / Ongoing Education of Chair and IRB Members in Regulations, Procedures 

A vital component of a comprehensive human research protection program is an education 
program for IRB Chairs and members. Baystate is committed to providing training and an on-
going educational process for IRB members and the staff of the HRPP Office, related to ethical 
concerns and regulatory and institutional requirements for the protection of human subjects. 

Orientation 

New IRB members, including alternate members, will meet with the IRB Chair or the Director of 
the HRPP or designee for an informal orientation session. At the session, the new member is 
provided with an overview of IRB functions and the electronic system, a copy of the 
“Institutional Review Board Member Handbook” (by Robert J. Amdur; Elizabeth A. Bankert), 
and provided directions to access additional materials such as these procedures, the Belmont 
Report, and federal regulations on-line. 

New IRB members are expected to observe a minimum of one meeting and are required to 
complete the Initial Education requirements for IRB members before their appointment to the 
IRB becomes official; afterwards they may serve as Primary Reviewer.  Members in training do 
not count towards quorum until training is complete. 

Initial Education 

New IRB members will complete the on-line modules in the CITI Group 1.BIOMEDICAL or Good 
Clinical Practice and ICH curricula.  At the discretion of the Director, based upon  a new 
member’s training and experience, a non-Baystate Health CITI Course in the Protection of 
Human Research Subjects or another approved training course may be substituted. 



Continuing Education 

To ensure that oversight of human research is ethically grounded and the decisions made by 
the IRB are consistent with current regulatory and policy requirements, training is continuous 
for IRB members. Educational activities include, but are not limited to; 

 In-service training at IRB meetings; 

 Training workshops; 

 Copies of appropriate publications; 

 Identification and dissemination by the HRPP Director, HRPP Education & Compliance 
Specialist, or IRB Analysts of new information that may impact the human research 
protection program, including laws, regulations, policies, procedures, and emerging 
ethical and scientific issues to IRB members via email, mail, or during IRB meetings; and 

 Unlimited access to the HRPP resource library. 

The Organization will provide support to send as many members of the IRB as possible to 
attend the annual PRIM&R conference or regional conferences on human research protections. 

IRB members and HRPP and IRB Office Staff are required to complete the CITI Course in the 
Protection of Human Research Subjects, PRIM&R Ethical Oversight of Human Research Course, 
or alternate approved educational training event or course every three years.  Staff are 
expected to attend PRIM&R or other training as delegated by the Director. 

The IRB Office Staff are expected to become CIP or CIM-certified, or obtain an approved 
alternate certification, within a period of one year of eligibility. 

2.13 Liability Coverage for IRB Members 

Baystate maintains Directors and Officers insurance coverage for all persons serving on 
Baystate committees, including an IRB, acting within the scope of their duties.  Through its 
program of self-insurance, Baystate Health Insurance Corporation, Ltd., Baystate provides 
general and professional liability insurance for all employees and authorized agents acting 
within the scope of their employment or authorization. 

2.14 Review of IRB Member Performance 

Performance of each IRB member and alternate member is reviewed on an annual basis by the 
Chair and Directors and feedback is given to the member.  Members who are not acting in 
accordance with the IRB’s mission or policies and procedures or who have an undue number of 
absences shall be removed. 

2.15 Reporting and Investigation of Allegations of Undue Influence 



If an IRB Chair, member, or staff person has concerns that the IRB has acted in any manner that 
is inconsistent with institutional policies or federal guidelines, or has been unduly influenced by 
any party, the individual shall report this confidentially to the HRPP Director or Institutional 
Official.  The Institutional Official is responsible for oversight of an appropriate investigation 
and, if a concern is validated, taking corrective actions to prevent additional occurrences.  The 
investigation may include the HRPP Director, the RIO, or others as determined by the 
Institutional Official. Should the IO be a member of the research team, or have a previously 
disclosed conflict, institution level decisions will be made by the Chief Physician Executive 
and/or Chief Academic Officer. 

 


