Cambridge Health Alliance

Human Subject Research
Guidance

Research involving human subjects is governed by Title 45 Code of Federal Regulations Part 46 (45 CFR
46; the "Common Rule") and involves one or more of the following:
1.
2.
3.

Human Subjects;
Identifiable Private Information;
Human Biological Specimens.

Research involving the collection or study of existing data, documents, records, pathological specimens or
tissues that are individually identifiable is included within the term “research involving human subjects.”
A. What Are Human Subjects?
Per 45 CFR 46, “Human Subject” means a living individual about whom an investigator (whether
professional or student) conducting research, obtains:
1.
2.

Data through intervention or interaction with the individual, or
Identifiable private information.

B. What are data?
Data are comprised of one or more of the following:
1.

2.
3.

Obtained tissue specimens which through identifiers can be linked to a living individual; or, tissue
specimens obtained from routine medical care that would normally be discarded if not used for
research;
Private information, such as medical records, employment history, genotyping, etc.;
Information collected from various research methods, including surveys, interviews, and observations.

C. What is research?
Research is defined as "a systematic investigation, including research development, testing, and evaluation,
designed to develop or contribute to general knowledge.”
Any member of the CHA community who initiates a project must evaluate whether that project constitutes
human subject research. Research projects must comply with specific institutional policies and state and
federal regulations that protect human subjects safety and welfare, as well as their privacy rights. There are
serious consequences for not following CHA policies and state and federal regulations when conducting
human research.
D. What is quality improvement (QI)?
QI is defined as "all those planned and systematic actions necessary to provide adequate confidence that a
product or service will satisfy given requirements for quality.”
QI projects are not required to comply with research policies and regulations; however, it may be difficult for
a project leader to determine whether a project is research or QI. For more detailed information and/or for
guidance on determining if a project is research or QI, please refer to CHA’s Policy on Research and QI. If
you have any uncertainty contact Ida Rego (irego@challiance.org) in the IRB office.

Version dated 12/01/12

