
What is an IRB? 

 
Tonight as you sit and watch television you will be subjected to at least 5 
advertisements for prescription drugs for everything from diabetes to COPD to 
cholesterol to sexual issues.  And if you are watching the evening news, you will 
undoubtedly hear something about “research findings” and cancer, diabetes, obesity, or 
any number of other health issues.  Before the advertisement or the research findings 
made their way to your television set, the work of an IRB helped it get that far. 
 
IRB is an acronym for Institutional Review Board.  IRBs are found on many university 
campuses.  Additionally, there are also commercial IRBs.  Regardless of the type, an IRB 
reviews medical research that will use living human participants or information obtained 
from them to weigh the risks and benefits of that research and make sure that those 
human participants are protected as much as possible.  In other countries, these boards 
are called Ethics Review Boards. 
 
Briefly, an IRB is a panel of at least 5 people.  This panel needs to have at least one 
man and one women, at least one person with a scientific background and one person 
who does not have a scientific background, and at least one person who is not affiliated 
with the institution where the review is occurring. The people on the board as a group 
must also have enough knowledge to make judgments about the research they are 
reviewing.   The federal government has determined that these are the minimum 
requirements for the composition of an IRB.  The federal government has also developed 
other rules and regulations for the IRB to follow and use in the review of research. 
 

The How of the IRB 

 
This technical definition of the “Who” and the “What” of an IRB doesn’t completely 
explain “How” an IRB functions.  Knowing an IRB is a group of educated people 
reviewing medical research doesn’t tell the entire story.  How do they review the 
research?  And what does “reviewing research” mean?   
 
First, let’s define study.  A study is the combination of a doctor or researcher (in 
research called an investigator), a protocol (the study plan with all the details of what 
will happen, when it will happen, where it will happen, and the past research that has 
lead to this point), and the IRB application, consent form(s), and other documents such 
as advertisements, study diaries, etc.  Having clarified what a research study consists 
of  I can begin to explain the review process. 
 
To best illustrate this process, I will describe a simplified version of a big pharmaceutical 
drug trial.  But first, a brief word about what happens before an IRB is needed is in 
order.  Without this important part of the new drug process, there would be nothing for 
the IRB to review.   
  



Below is a diagram of this process. 
 
 
 
 
 

 
 
So now the drug company has done the background research, developed a study plan, 
and needs to test the drug in human beings to see if it is safe and if it does what they 
want it to.  This is where the work of the IRB begins.   
 
 
Once an IRB gets a study, it is processed thru 3 stages: 
 

 
 
At each stage, different questions and issues are addressed paying close attention to 
federal regulations and guidelines as well as the institutions policies and procedures.   
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Before Review 
 
 
Before it can be reviewed by the Board, support staff will prepare it for the review.   

 
 

Board Review 
 
 
At this point, the protocol is taken to the Board Meeting.  The members of the Board will 
discuss the risks and benefits of the study, why it would be important to medicine, any 
issues or problems they see.  They also discuss the consent form and whether it 
accurately describes what is going to happen to the subject of the study in a way 
he/she can understand it.  The study and its documents are reviewed according to 
Federal regulations that govern human research.  If the Board notes any problems, they 
can request they are fixed before they will approve the study.  They can also determine 
that the study would not be acceptable regardless of how it was “fixed”.  If everything 
looks fine just the way it is, the Board will approve the study.  Support staff attends the 
meetings to record all this information and make a record of it. 
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After Review 
 
 
Once the Board has completed its review, support staff notifies the drug company of any 
Board concerns or changes it needs to make before approval of the study will be given.  
Once these items are addressed and the Board has had a chance to see the changes 
were made, study approval is granted.  Support staff will finalize documents, place 
approval stamps on consent form(s) and other documents, and send the approval to the 
drug company. 
 
Now, the study may begin and the drug company is allowed to begin recruiting people to 
participate.  Once the study is approved, the IRB will review its progress at least once a 
year until it is completed.  This review consists of an on-going assessment of risks, 
benefits, and any new information that has been generated as well as the number of 
people in the study.  If things the risks become too great, the IRB has the right to stop 
the study. 
 

In conclusion 
 
This is a general overview of what happens at an IRB.  The exact process varies at 
different IRBs.  Some larger IRBs have different departments to handle each step, while 
at smaller IRBs one person might handle the process from start to finish. 
 
This process will happen numerous times during the development of a drug as it moves 
through different phases of testing.  Each phase represents a new study and the need 
for a new protocol and approval.  While this process may seem tedious, it is set up to 
protect the individuals who volunteer to take part in trials with drugs or devices 
medicine knows little about in the hope that we will all benefit. 
 
And that is the main work of an IRB – to protect research subjects. 
 
 
 
 
 
 
 
Written by Peggy Deaner, May 2014 using Microsoft Word 2010 


