
Special Topics 

17.1 Certificate of Confidentiality (CoC)  

Certificates of Confidentiality are issued by the National Institutes of Health (NIH) to protect 
identifiable research information from forced disclosure. They allow the investigator and others 
who have access to research records to refuse to disclose identifying information on research 
participants in any civil, criminal, administrative, legislative, or other proceeding, whether at 
the federal, state, or local level.  A CoC does not protect against voluntary disclosures by the 
researcher, but those disclosures must be specified in the informed consent form. A researcher 
may not rely on the Certificate to withhold data if the participant consents in writing to the 
disclosure. 

Generally, any research project that collects personally identifiable, sensitive information and 
that has been approved by an IRB operating under either an approved Federal-Wide Assurance 
issued by the Office of Human Research Protections or the approval of the Food and Drug 
Administration is eligible for a Certificate. Federal funding is not a prerequisite for an NIH-
issued Certificate, but the subject matter of the study must fall within a mission area of the 
National Institutes of Health, including its Institutes, Centers and the National Library of 
Medicine. 

17.1.1 Statutory Basis for Protection  

Protection against compelled disclosure of identifying information about subjects of 
biomedical, behavioral, clinical, and other research is provided by the Public Health Service Act 
§301(d), 42 U.S.C. §241(d):  

"The Secretary may authorize persons engaged in biomedical, behavioral, clinical, or other 
research (including research on mental health, including research on the use and effect of 
alcohol and other psychoactive drugs) to protect the privacy of individuals who are the subject 
of such research by withholding from all persons not connected with the conduct of such 
research the names or other identifying characteristics of such individuals. Persons so 
authorized to protect the privacy of such individuals may not be compelled in any Federal, State 
or local civil, criminal, administrative, legislative, or other proceedings to identify such 
individuals."  

17.1.2 Usage  

Certificates of Confidentiality may be granted for studies collecting information that, if 
disclosed, could have adverse consequences for subjects or damage their financial standing, 
employability, insurability, or reputation. By protecting researchers and institutions from being 
compelled to disclose information that would identify research subjects, Certificates of 
Confidentiality help achieve the research objectives and promote participation in studies by 
assuring confidentiality and privacy to subjects.  
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Any investigator engaged in research in which sensitive information is gathered from human 
subjects (or any person who intends to engage in such research) may apply for a Certificate of 
Confidentiality. Research can be considered "sensitive" if it includes:  

1. Research on HIV, AIDS, and STDs; 

2. Information about sexual attitudes, preferences, practices;  

3. Information about personal use of alcohol, drugs, or other addictive products;  

4. Information about illegal conduct;  

5. Information that could damage an individual's financial standing, employability, or 
reputation within the community;  

6. Information in a subject's medical record that could lead to social stigmatization or 
discrimination; or  

7. Information about a subject's psychological well-being or mental health.  

8. Genetic studies, including those that collect and store biological samples for future use; 

9. Research on behavioral interventions and epidemiologic studies. 

This list is not exhaustive. Researchers contemplating research on a topic that might qualify as 
sensitive should contact the HRPP office for further information.  

In the consent form, investigators should tell research subjects that a Certificate is in effect. 
Subjects should be given a fair and clear explanation of the protection that it affords, including 
the limitations and exceptions. Every research project that includes human research subjects 
should explain how identifiable information will be used or disclosed, regardless of whether or 
not a Certificate is in effect.  

17.1.3 Limitations  

The protection offered by a Certificate of Confidentiality is not absolute. A Certificate protects 
research subjects only from legally compelled disclosure of their identity. It does not restrict 
voluntary disclosures.  

For example, a Certificate does not prevent researchers from voluntarily disclosing to 
appropriate authorities such matters as child abuse, a subject's threatened violence to self or 
others, or from reporting a communicable disease. However, if researchers intend to make such 
disclosures, this should be clearly stated in the informed consent form which research subjects 
are asked to sign.  
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In addition, a Certificate of Confidentiality does not authorize the person to whom it is issued to 
refuse to reveal the name or other identifying characteristics of a research subject if  

1. The subject (or, if he or she is legally incompetent, his or her legal guardian) consents, in 
writing, to the disclosure of such information;  

2. Authorized personnel of the Department of Health and Human Services (DHHS) request 
such information for audit or program evaluation, or for investigation of DHHS grantees 
or contractors and their employees; or  

3. Release of such information is required by the Federal Food, Drug, and Cosmetic Act or 
regulations implementing that Act.  

17.1.4 Application Procedures  

Any person engaged in research collecting sensitive information from human research subjects 
may apply for a Certificate of Confidentiality. For most research, Certificates are obtained from 
NIH. If NIH funds the research project, the investigator may apply through the funding Institute. 
However, even if the research is not supported with NIH funding, the investigator may apply for 
a Certificate through the NIH Institute or Center (IC) funding research in a scientific area similar 
to the project.  

If the research is conducting a sensitive research project that is covered by the AHRQ 
confidentiality statute (42 U.S.C. section299a-1(c) entitled “limitation on use of certain 
information”) or the Department of Justice confidentiality statute (42USC section 3789g), then 
a CoC is not required.  

If there is an Investigational New Drug Application (IND) or an Investigational Drug Exemption 
(IDE), the sponsor can request a CoC from the FDA.  

For more information, see the NIH Certificates of Confidentiality Kiosk.  

17.2 Mandatory Reporting  

While any person may make a report if they have reasonable cause to believe that a child, 
disabled person or elder was abused or neglected, Massachusetts law mandates that certain 
persons who suspect abuse or neglect of a child, elder or disabled person report this to the 
appropriate agencies.  

In situations where conditions of abuse or neglect might be revealed, mandated reporters 
should make themselves known as such via the consent process to parents of children under 
age 18, to subjects who are children, and to subjects who are potential victims of abuse or 
neglect.  

BH Clinical Operations Policies describe the requirements of Massachusetts law for reporting 
abuse or neglect to the appropriate state agency: 
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CO 9.610 Child Abuse and Neglect (M.G.L.c. 119, sec. 51A et seq), the Department of 
Child and Family Services 

CO 9.620 Reporting Elder Abuse (M.G.L.c. 19A, §15), the Department of Elder Affairs 

CO 9.625 Reporting Abuse of Disabled Persons (M.G.L.c. 19C, sections 1-10), the 
Disabled Persons Protection Commission  

Investigators should consult these sources to determine if potential subjects should be advised 
of mandatory reporting requirements during the informed consent process.  

17.3 Subject Injury 

When a person is considering whether or not to participate in an interventional trial, one of the 
concerns is the risk of injury and its financial consequences.  Baystate policy is to minimize the 
financial risks to Baystate patients in the event that they incur a research-related injury.   

Baystate expects that a commercial sponsor of a clinical study will take responsibility for the 
cost of treating physical injury or illness caused by the product or the procedures required by 
the study that are different from those that the subject would have received without 
participating in the study.  The extent of the sponsor’s responsibility is described in the clinical 
trial agreement between Baystate and the sponsor.  

Baystate has adopted standard language about research-related injury that must be included in 
every clinical trial consent document that is presented to Baystate patients.  It is not subject to 
modification.  Baystate staff are not authorized to negotiate any changes to this section.  

17.3.1 Definitions  

Research-related injury - The term “research-related injury” means an illness or injury that is a 
direct result of the treatment, or procedures required by the protocol, which the subject would 
not have been exposed to had they not participated in the research study.   

17.3.2 Procedure 

Investigators should provide instructions to subjects regarding adverse experiences, events, and 
injuries at the time of initial consent and at intervals throughout the subject’s participation in 
the research.  Subjects should be instructed to contact an investigator or study staff when they 
experience new symptoms or other indications of a possible research-related injury.  

The subject should be evaluated and treated at a Baystate facility whenever possible.  In  an 
emergency or if the subject is out of area, the subject should be advised to seek care at closest 
medical facility.   If the subject has already sought care at another facility, the investigator 
should request any relevant records. 
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As with any possible injury or adverse patient outcome, the Investigator should contact Risk 
Management.  Risk Management will assist the Investigator in the review of relevant records 
and information to evaluate and determine whether the injury or illness is a direct result of 
participation in the research or if it has another likely cause such as an underlying disease or 
condition.  Risk Management will assist the investigator in communicating the results of the 
review to the subject.  

If the injury is likely caused by the research, Risk Management will work with the investigator 
and patient to come to a reasonable resolution.  The costs related to the immediate evaluation 
and treatment of a research-related injury at a Baystate Health facility will not result in a bill for 
services to the subject.  Risk Management will facilitate further investigation to determine 
whether additional compensation or other consideration is warranted, to be determined on a 
case-by-case basis.  

If the research is industry-sponsored, Risk Management will obtain a copy of the contract from 
Sponsored Programs Administration so that a determination can be made as to whether 
Baystate Health will seek reimbursement from the sponsor for the costs of treating the injury. 

17.4 Future Research, Corollary Studies, and Sub-Studies 

Consistent with the ethical principle of Respect for Persons, human subject research regulations 
that stipulate that consent is sought only under circumstances that minimize the possibility of 
coercion or undue influence, and with the provisions of the Privacy Rule (see Sections 16.5 and 
16.6), it is Baystate’s policy that participation in corollary studies, sub-studies, or future 
research cannot be required of participants in any studies which offer the potential of benefit. 
 
Further, when consent/authorization for such add-on research activities is combined with the 
consent/authorization for a study which offers the potential of benefit, the participant must be 
afforded the clear opportunity to opt-in to the additional research. 

17.5 Genetic Studies  

Genetic research studies may create special risks to human subjects and their relatives. These 
involve medical, psychosocial, and economic risks, such as the possible loss of privacy, 
insurability, and employability, change in immigration status and limits on education options, 
and may create a social stigma. Knowledge of one's genetic make-up may also affect one's 
knowledge of the disease risk status of family members.  

In studies involving genetic testing, several questions need to be addressed, including:  

1. Will test results be given?  

2. Will disease risk be quantified, including the limits on certainty of the testing?  

3. Will a change in a family relationship be disclosed, such as mistaken paternity?  
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4. Does the subject or family member have the option not to know the results? How will 
this decision be recorded?  

5. Could other clinically relevant information be uncovered by the study? How will 
disclosure of this added information occur?  

6. Do any practical limitations exist on the subject's right to withdraw from the research, 
withdraw data, and/or withdraw DNA?  

7. Is the subject permitted to participate in the study while refusing to have genetic testing 
(such as in a treatment study with a genetic testing component)?  

For DNA banking studies, several questions need to be addressed, including:  

1. Will DNA be stored or shared? If shared, will the subject's identity be known by the new 
recipient investigator?  

2. Will the subject be contacted in the future by the investigator to obtain updated clinical 
information?  

3. How can the subject opt out of any distribution or subsequent use of his/her genetic 
material?  

Special Considerations under Federal, State and Municipal Law 

Federal law: The Genetic Information Nondiscrimination Act (GINA) prohibits health insurance 
companies and group health plans from using genetic information for coverage decisions and 
employers with 15 or more employees from using genetic information to make employment 
decisions.  GINA became effective for health insurers and plans during 2009 and will become 
effective for employers in 2010.  Once effective, GINA protects all genetic information, even if 
the testing occurred before the effective dates. 

“Genetic information” means information any request for or receipt of genetic services 
or participation in clinical research that includes genetic testing, counseling or education 
by the subject or the subject’s family members.   

“Genetic testing” means an analysis of human DNA, RNA, chromosomes, proteins or 
metabolites that detect genotypes, mutations, or chromosomal changes.   

The OHRP has issued guidance on GINA and its implications for investigators and IRBs.  
http://www.hhs.gov/ohrp/policy/gina.html  

Also, Massachusetts laws provide nondiscrimination provisions similar to GINA, not only for 
health insurers and health plans, but also for life, disability and long-term care insurers.  
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Ordinances of the City of Springfield:   The Biomedical Research Regulations of the City of 
Springfield addresses the use of recombinant DNA (rDNA).  It requires that any use of rDNA 
within the City must be done in conformity with federal law and regulations, including 
mandatory review by an Institutional Biosafety Committee.  Title 5, Chapter 5.42. 

Consent/Authorization: In order to comply with Massachusetts law and provide adequate 
information to subjects about GINA’s protections, the BH consent template contains required 
text to be included for any protocol that involves genetic information unless the IRB determines 
that alternative language satisfies all of the requirements under federal and state law.  

17.6 Research Involving Coded Private Information or Biological Specimens  

BH policy is based on the OHRP guidance document entitled, “Guidance on Research Involving 
Coded Private Information or Biological Specimens” (October 16, 2008  
http://www.hhs.gov/ohrp/policy/cdebiol.html). This document:  

1. Provides guidance as to when research involving coded private information or 
specimens is or is not research involving human subjects, as defined under HHS 
regulations for the protection of human research subjects (45 CFR part 46).  

2. Reaffirms OHRP policy that, under certain limited conditions, research involving only 
coded private information or specimens is not human subjects research.  

3. Clarifies the distinction between (a) research involving coded private information or 
specimens that does not involve human subjects and (b) human subjects research that is 
exempt from the requirements of the HHS regulations. 

4. References pertinent requirements of the HIPAA Privacy Rule that may be applicable to 
research involving coded private information or specimens. 

Note: The FDA definition of human subjects differs from the Common Rule definition.  Use of 
coded specimens for FDA-regulated research such as research on In Vitro Diagnostic Devices 
requires assessment according to the FDA regulations and guidelines.  Investigators should 
contact the HRPP/IRB office for guidance.  

For purposes of this policy, coded means that: (1) identifying information (such as name or 
social security number) that would enable the investigator to readily ascertain the identity of 
the individual to whom the private information or specimens pertain has been replaced with a 
number, letter, symbol, or combination thereof (i.e., the code); and (2) a key to decipher the 
code exists, enabling linkage of the identifying information to the private information or 
specimens.  
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Guidance: 

Obtaining identifiable private information or identifiable specimens for research purposes 
constitutes human subjects research. Obtaining identifiable private information or identifiable 
specimens includes, but is not limited to: 

1. Using, studying, or analyzing for research purposes identifiable private 
information or identifiable specimens that have been provided to the 
investigator from any source; and  

2. Using, studying, or analyzing for research purposes identifiable private 
information or identifiable specimens that were already in the possession of the 
investigator.   

In general, private information or specimens are considered to be individually identifiable when 
they can be linked to specific individuals by the investigator(s) either directly or indirectly 
through coding systems.  

Private information or specimens are not considered to be individually identifiable when they 
cannot be linked to specific individuals by the investigator(s) either directly or indirectly 
through coding systems.  

Research involving only coded private information or specimens do not involve human subjects 
per the Common Rule definition if both of the following conditions are met:  

1. The private information or specimens were not collected specifically for the currently 
proposed research project through an interaction or intervention with living individuals; 
and 

2. The investigator(s) cannot readily ascertain the identity of the individual(s) to whom the 
coded private information or specimens pertain because, for example:  

1. The investigators and the holder of the key enter into an agreement prohibiting 
the release of the key to the investigators under any circumstances, until the 
individuals are deceased (note that the HHS regulations do not require the IRB to 
review and approve this agreement);  

2. There are IRB-approved written policies and operating procedures for a 
repository or data management center that prohibit the release of the key to the 
investigators under any circumstances, until the individuals are deceased; or  

3. There are other legal requirements prohibiting the release of the key to the 
investigators, until the individuals are deceased.  

In some cases an investigator who obtains coded private information or specimens about living 
individuals under one of the conditions cited in 2(a)-(c) above may (1) unexpectedly learn the 
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identity of one or more living individuals, or (2) for previously unforeseen reasons now believe 
that it is important to identify the individual(s). If, as a result, the investigator knows, or may be 
able to readily ascertain, the identity of the individuals to whom the previously obtained private 
information or specimens pertain, then the research activity now would involve human 
subjects.  Unless this human subjects research is determined to be exempt (See Section 3.3), 
IRB review of the research would be required. Informed consent of the subjects also would be 
required unless the IRB approved a waiver of informed consent (See Section 5.9).  

Upon the implementation of the revised Common Rule, research involving de-identified 
Newborn Dried Blood Spots is no longer automatically categorized as research involving human 
subjects and that waivers of consent may now be considered. 

17.6.1 Who Should Determine Whether Coded Private Information or Specimens Constitutes 
Human Subjects Research  

The responsibility for initial determination as to whether an activity constitutes human subjects 
research rests with the investigator.  The investigator should make this determination based on 
the definitions of “human subject” and “research” in Section 1.3.  Since the institution will hold 
them responsible if the determination is not correct, investigators are urged to prospectively 
request a confirmation that an activity does not constitute human subjects research from the 
Human Research Protection Program.   The request should be made by the submission of an 
on-line request for a Human Subjects Research Determination via IRBNet.  See Section 3.2. 

17.7 Broad Consent [§46.116(d)] 

Broad consent for the storage, maintenance, and secondary research use of identifiable private 
information or identifiable biospecimens (collected for either research studies other than the 
proposed research or nonresearch purposes) is permitted under the revised Common Rule. 
Broad consent is not currently recognized in FDA regulation or guidance. [Please know Baystate 
Health is not widely adopting the option for broad consent at this time. Baystate may permit 
use of Broad consent in extenuating circumstances if deemed necessary for the benefit of our 
patient population. Please contact the HRPP Office for consideration, the decisions will be made 
on a case-by-case basis.)] 

When obtaining broad consent, the general requirements for informed consent described in 
Section 5.3 apply except as noted. The following elements of broad consent [§46.116(d)] shall 
be provided to each subject or the subject’s LAR: 

1. A description of any reasonably foreseeable risks or discomforts to the subject; 

2. A description of any benefits to the subject or to others which may reasonably be 
expected from the research; 

3. A statement describing the extent, if any, to which confidentiality of records identifying 
the subject must be maintained; 
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4. A statement that participation is voluntary, refusal to participate will involve no 
penalty or loss of benefits to which the subject is otherwise entitled, and the subject 
may discontinue participation at any time without penalty or loss of benefits to which 
the subject is otherwise entitled; 

5. For research involving biospecimens, a statement that the subject’s biospecimens 
(even if identifiers are removed) may be used for commercial profit and whether the 
subject will or will not share in this commercial profit; 

6. For research involving biospecimens, whether the research will (if known) or might 
include whole genome sequencing (i.e., sequencing of a human germline or somatic 
specimen with the intent to generate the genome or exome sequence of that 
specimen); 

7. A general description of the types of research that may be conducted with the 
identifiable private information or identifiable biospecimens. This description must 
include sufficient information such that a reasonable person would expect that the 
broad consent would permit the types of research conducted; 

8. A description of the identifiable private information or identifiable biospecimens that 
might be used in research, whether sharing of identifiable private information or 
identifiable biospecimens might occur, and the types of institutions or researchers that 
might conduct research with the identifiable private information or identifiable 
biospecimens; 

9. A description of the period of time that the identifiable private information or 
identifiable biospecimens may be stored and maintained (which period of time could 
be indefinite), and a description of the period of time that the identifiable private 
information or identifiable biospecimens may be used for research purposes (which 
period of time could be indefinite); 

10. Unless the subject or legally authorized representative will be provided details about 
specific research studies, a statement that they will not be informed of the details of 
any specific research studies that might be conducted using the subject’s identifiable 
private information or identifiable biospecimens, including the purposes of the 
research, and that they might have chosen not to consent to some of those specific 
research studies; 

11. Unless it is known that clinically relevant research results, including individual research 
results, will be disclosed to the subject in all circumstances, a statement that such 
results may not be disclosed to the subject; and 

12. An explanation of whom to contact for answers to questions about the subject’s rights 
and about storage and use of the subject’s identifiable private information or 
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identifiable biospecimens, and whom to contact in the event of a research-related 
harm. 

Investigators must include information regarding the circumstances under which broad consent 
will be obtained, the proposal for tracking of responses, and the proposed consent form(s) (or 
oral script if a waiver of documentation of consent is sought) and any other consent materials 
(e.g., information sheet, audiovisual materials, etc.) in their submission to the IRB. The Baystate 
Health IRB will review the information provided to ensure that all requirements are satisfied.  

When investigators propose research involving the use of identifiable private information 
and/or identifiable biospecimens research for which broad consent was obtained, the 
investigators must include documentation of the IRB approval for the storage or maintenance 
of the information or specimens and a copy of the consent form and/or other materials. The 
Baystate Health IRB will review the information provided to ensure that all requirements are 
satisfied. The outcome of the IRB’s review will be communicated to the investigator in writing 

17.8 Case Studies and Series Requiring IRB Review  

The review of records for three (3) or less patients to report as a case study or case series is not 
considered human subject research under the jurisdiction of the IRB. These reviews may 
proceed without IRB oversight.  
  
Case reviews involving three (3) or less patients is considered anecdotal and not generalizable, 
and does not meet the definition of human subject research (please refer to the policy 
Definition of Human Subject and Research), or require IRB review or approval.  
 
Case series of four (4) or more patients records are considered human subject research and 
prospective IRB approval must be obtained prior to review of patient records and data 
collection. 
 
All BH policies on the protection of patient(s) privacy and confidentiality (including the HIPAA 
compliance policies) and the principles of the Belmont Report apply. Clinicians should be 
especially sensitive to protecting the privacy of individuals with unique or unusual diagnoses or 
illnesses that could result in the individual being identified or recognized. 

17.8.1 Definitions  

Case Study - A report of a person with a unique disease or condition, associated treatment or 
outcome.  
 
Case study normally contain detailed information about an individual patient and may include 
demographic information and information on diagnosis, treatment, response to treatment, 
follow-up after treatment, as well as a discussion of existing relevant literature. The patient 
information used in the report must have been originally collected solely for non-research 
purposes as the result of a clinical experience. 
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Case Series - The external reporting of 4 or more persons with a unique disease, condition, 
associated treatment or outcome. 
 
Case series usually contain detailed information about each patient and may include 
demographic information and information on diagnosis, treatment, response to treatment, 
follow-up after treatment, as well as a discussion of existing relevant literature. The information 
used in the report must have been originally collected solely for non-research purposes as the 
result of a clinical experience.  

17.9 Student Research  

17.9.1 Human Subjects Research and Academic Course Work 

Learning how to conduct ethical human subjects research is an important part of a student’s 
educational experience. Research activities that are designed as part of a course requirement 
for purposes of learning experience only and are NOT designed to develop or contribute to 
generalizable knowledge MAY not require IRB review and approval if all of the following 
conditions are true:  

 Results of the research are viewed only by the course instructor for teaching purposes 
and discussed within the classroom for teaching and learning purposes.  

 Results of the research are not made public through presentation (outside of the 
classroom) and are not published in paper or electronic format (e.g., cannot be made 
available on the internet, cannot be published in a journal, etc.).  

 Research procedures are no more than minimal risk.  

 Vulnerable populations are not targeted (e.g., children under age 18, prisoners, persons 
who are cognitively impaired, etc.).  

 Data collected are recorded in such a manner that the subjects are not identifiable 
(Images in videotapes and photographs and voices on audiotape are identifiable). 

 When appropriate, an informed consent process is in place.  

Responsibility of the Course Instructor: The course instructor is responsible for communicating 
to the students the ethics of human subjects research, for ensuring the protection of human 
subjects (including a process is in place for obtaining voluntary informed consent from research 
subjects when appropriate), and for monitoring the students’ progress.  

When designing a project, students should be instructed on the ethical conduct of research and 
on the preparation of the IRB application when such is required. In particular, instructors and 
students should:  

• understand the elements of informed consent;  

• develop appropriate consent documents;  
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• plan appropriate strategies for recruiting subjects;  

• identify and minimize potential risks to subjects;  

• assess the risk-benefit ratio for the project;  

• establish and maintain strict guidelines for protecting confidentiality, and  

• allow sufficient time for IRB review (if necessary) and completion of the project.  

In making a determination of whether or not a class research project requires IRB review, the 
instructor is encouraged to err on the side of caution and to contact the IRB office for 
assistance.  

Individual Research Projects Conducted by Students  

Independent study projects, senior theses, undergraduate research projects, masters and 
advanced degree research, and similar exercises may very well be intended to develop or 
contribute to generalizable knowledge and thus are subject to IRB review.  It is important to 
keep in mind that any human subjects research activity must go through the IRB review process 
prior to enrolling subjects and collecting data. IRB review cannot occur after a study has 
begun.  

Students and advisors should contact the HRPP/IRB Office with any questions.  

17.10 Teaching Activities 

Presentation of clinical information in the context of medical education, such as at teaching 
conferences, does not require IRB review. Instructional information presented by healthcare 
providers in traditional educational settings that include discussion of the clinical care of one or 
more patients, such as commonly occurs in a conference on clinical management, is not 
considered research requiring IRB review if the scope of the comments are limited to the 
specific educational setting. A useful guide to distinguish this type of activity from research is if 
the speaker prefaces the comments by, “In my experience, ..." or implies this in the manner of 
presentation. Such a presentation by Baystate Medical Center faculty may occur outside of 
Baystate Medical Center including continuing medical education, presentations at professional 
meetings, and even in published form as opinions in medical journals as long as the statements 
are clearly identified as representing the personal experience and knowledge of the presenter 
and not the result of separate, formal clinical research. 

17.11 Community Based Research (CBR) 

Community based research is research that is conducted as an equal partnership between 
academic investigators and members of a community. In CBPR projects, the community 
participates fully in all aspects of the research process. Community is often self-defined, but 
general categories of community include geographic community, community of individuals with 
a common problem or issue, or a community of individuals with a common interest or goal.   
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Where research is being conducted in communities, PIs are encouraged to involve members of 
the community in the research process, including the design and implementation of research 
and the dissemination of results when appropriate.   The HRPP Office will assist the PI in 
developing such arrangements. 

The following are some questions that PIs should ask as they develop CBR. These are also the 
questions that the IRB should consider when reviewing CBR. 

17.11.1 CBR Questions  

Background, purpose, objectives 
 How was the community involved or consulted in defining the need? 
 Who came up with the research objectives and how? 
 Is this research really justified with respect to community concerns? 
 Are there concrete action outcomes? 
 Who benefits? How? 

 
Research methodology 

 How will the community be involved in the research? At what levels? 
 What training or capacity-building opportunities will be built in? 

 
Procedures  

 Will the methods used be sensitive and appropriate to various communities (consider 
literacy issues, language barriers, cultural sensitivities, etc.)? 

 How will scientific rigor and accessibility be balanced? 
 
Participants 

 Are the appropriate people being included to get the questions answered (e.g., service 
providers, community members, leaders etc.)? 

 How will the research team protect vulnerable groups? 
 Will the research process include or engage marginalized or disenfranchised community 

members? How? 
 Is there a reason to exclude some people? Why? 

 
Recruitment 

 What provisions have been put in place to ensure culturally-relevant and appropriate 
recruitment strategies and materials? 

 Have “power” relationships been considered in the recruitment strategies to minimize 
coercion? 

 Who approaches people about the study and how? 
 
Risks and benefits 

 What are the risks and benefits of the research for communities? For individuals? 
 Are the risks (including risks to the community) being presented honestly? 
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 How will risks be minimized? 
 
Privacy and confidentiality 

 Where will data be stored? Who will have access to the data? How? 
 What processes will be put in place to be inclusive about data analysis and yet maintain 

privacy of participants? 
 What will be the rules for working with transcripts or surveys with identifying 

information? 
 How will boundaries between multiple roles (e.g., researcher, counselor, peer) be 

maintained? 
 
Compensation 

 How will people be reimbursed for their time and honor their efforts without it 
becoming coercive. 

 How will compensation be approached? 
 What provisions have been made for minimizing barriers to participation (e.g., providing 

for food, travel, childcare)? 
 Who is managing the budget? How are these decisions negotiated? 

 
Conflicts of interest 

 What happens when the PI/research staff is the friend, peer, service provider, doctor, 
nurse, social worker, educator, funder, etc. 

 How will power differentials be appropriately acknowledged and negotiated? 
 
Informed consent process 

 What does informed consent mean for “vulnerable” populations (e.g., children, mentally 
ill, developmentally challenged)? 

 What processes are in place for gathering individual consent? 
 Where written informed consent is not being obtained, explain why. 
 What processes are in place for gathering community consent? 
 Where minors are to be included as participants, how will assent be obtained? 
 Are the consent processes culturally sensitive and appropriate for the populations being 

included? 
 
Outcomes and results 

 How will the research be disseminated to academic audiences? 
 How will the research be disseminated to community audiences? 
 What are the new ways that this research will be acted upon to ensure 

community/policy/social change? 
 
Ongoing reflection and partnership development 

 Is there a partnership agreement or memorandum of understanding to be signed by all 
partners that describes how they will work together? 
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 What internal process evaluation mechanisms are in place? 
 When plans change to accommodate community concerns (as they invariably do in 

CBR), how will this be communicate to the IRB? 
 
Based on: Ethical Dilemmas in Community-Based Participatory Research: Recommendations for 
Institutional Review Boards; Sarah Flicker, Robb Travers, Adrian Guta, Sean McDonald, and 
Aileen Meagher; J Urban Health. 2007 July; 84(4): 478–493. Published online 2007 April 10. doi: 
10.1007/s11524-007-9165-7.Copyright © The New York Academy of Medicine 2007 

17.12 International Research 

The conduct of research in other countries requires review of the research both in terms of U.S. 
standards and the regulations and standards of the locale where the research activity will take 
place.   

BH does not currently intend to conduct such research. Should international research be 
proposed, appropriate policies and procedures will be developed and implemented. 

17.13 Quality Improvement & Quality Assurance Activities  

The HRPP and IRBs are frequently presented with questions regarding when Quality 
Improvement (QI) activities also meet the definition of human subjects research requiring IRB 
review and approval.  While many QI efforts do not meet the definition of human subjects 
research under the Common Rule, it is essential to understand that projects may be both QI 
and human subjects research when the QI activity is designed to accomplish a research purpose 
as well as the purpose of improving the quality of care.  The following materials are included to 
assist the investigator and the HRPP and IRB in assessing whether or not individual projects 
require IRB review and approval. 

The intent to publish is an insufficient criterion for determining whether a QI activity involves 
research.  Planning to publish the account of a quality improvement project does not 
necessarily mean that the project fits the definition of research; people seek to publish 
descriptions of nonresearch activities for a variety of reasons, if they believe others may be 
interested in learning about those activities.  Conversely, a quality improvement project may 
involve research even if there is no intent to publish the results. 

To determine whether or not IRB review and oversight applies, the following questions should 
be addressed in order: 

1. does the activity involve research? 

2. does the research activity involve human subjects? 

3. does the human subjects research qualify for an exemption? (Note: At Baystate exempt 
determinations are made by the HRPP or IRB) 
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Quality Improvement has been described as follows by the National Bioethics Advisory 
Commission in its August 2001 document titled “Ethical and Policy Issues in Research Involving 
Human Participants” (page 37): 

“These activities, generally referred to as program evaluation or quality improvement, 
are not intended to have any application beyond the specific organization in which they 
are conducted.  As is true in the area of public health, because populations are the 
subject of study and because the methods used in program evaluation or quality 
improvement are the same as those used in research, it is often difficult to determine 
whether an activity is research that falls under the oversight system. 

Definitional issues regarding program evaluation or quality improvement are not limited 
to health care delivery. They also occur in industrial or educational settings and in social 
science and operations research. However, if the purpose is to assess the success of an 
established program, and the information gained from the evaluation will be used to 
improve that program, the activity should not be considered research involving human 
participants. Evaluation is a program monitoring tool, and the information gained will 
immediately benefit the program and/or the individuals involved. 

However, when quality improvement involving human participants is undertaken to test 
a new, modified, or previously untested intervention, service, or program to determine 
whether it is effective and can be used elsewhere, the activity is human participant 
research and subject to the oversight system.” 

17.13.1 Definitions: 

Research:  (See Section 1 for a detailed definition) 

 Common Rule:  A systematic investigation, including research development, testing 
and evaluation, designed to develop or contribute to generalized knowledge. 

 FDA:  An experiment involving a FDA-regulated test article and one or more human 
subjects. 

Quality improvement: a systematic pattern of actions that is constantly optimizing productivity, 
communication and value within an organization in order to achieve the aim of measuring the 
attributes, properties, and characteristics of a product/service in the context of the 
expectations and needs of customers and user of that product.  (Institute of Medicine). 
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17.13.2 Comparison:  

  Research Quality Improvement 

Goal Advance general knowledge in 
academic, scientific or professional 
community: generate, evaluate or 
confirm explanatory theory or 
conclusion and invite critical appraisal 
by peers through presentation/debate 
in public forums 

Improve patient care, a clinical program or 
service: identify specific services, protocols, 
clinical practices, or clinical 
processes/outcomes within a department, 
clinical program or facility for improvement 

Literature 
review 

Organized review of relevant literature Available literature and comparative data, 
or clinical programs, practices or protocol at 
other institutions to design improvement 
plan; do not plan full scientific literature 
reviews 

Research 
design 

Leads to scientifically valid findings 
(control groups, random subject 
selection, statistical tests) 

Established quality improvement methods 
(e.g. PDSA cycle) aimed at producing 
change. Does not include sufficient research 
design elements to support scientifically 
valid findings 

Benefit Subjects may not  derive personal 
benefit from the knowledge gained 

Most patients who participate are expected 
to benefit from the knowledge gained 

Risk May impose risk or burden on patients Does not impose any risk or burden on 
patients 

*Provided by the Center for Quality of Care Research (Modified from Cambridge Health Alliance) 
  

17.14 Emergency Preparedness  

HRPP leadership defers to designated institutional leadership and institution-wide disaster and 
emergency response planning and limits HRPP-specific disaster and emergency response 
planning only to those areas of operations or human research protections not otherwise 
covered by institution-level plans. The HRPP emergency preparedness plan will be made 
available to the human research community via the IRB website. The IO or designee will 
coordinate with institutional leadership to address escalating or additional threats or risks to 
research activities or facilities. In the event of an emergency, the IRB and HRPP staff are available 
for consultation on contingency plans for active research studies that may be disrupted because of an 
emergency event.   

All staff and employees at BMC have a role in the event of a disaster.  The Emergency Operations 
Plan (EOP) describes those activities with regard to mitigation, planning, preparedness and recover 
essential to the continue ability to provide services in the event of a disaster.  Plans supportive of the 
EOP are contain the specific disaster plans in the emergency operation center and in plans and 
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policies in various departments as noted in the EOP and as defined in the BM Emergency 
Management Plan along with the Plan D Disaster Plan. 
 


