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U.S. universities with federally sponsored funding for human subjects research are charged with ensuring the protection of human subjects involved in the research they sponsor.  They also need to facilitate the conduct of, and training for, cutting-edge research.  While universities are replete with regulatory codes and bureaucracies, the system governing the conduct of research under the federally mandated Institutional Review Board (IRB) system is the only one that has the power to stop, delay, or distort research, the most prized product in the university system – research -- and hence the teaching benefits that flow from it.  With the level of demands spiraling to the level of sheer impracticality, faculty and students are often left the decision to either do innovative research or be IRB-compliant.  Under the IRB’s press in the last decade, fields such as anthropology, have experienced serious distortions in their entire missions.
Not is it clear that any overall gains in ethics have been won in exchange for this damage.  In many cases professional IRB staff and federal officials alike have proven astute observers of problems that investigators have not considered.  But with the current IRB system the only system in place, it is difficult to know what other system might have proven equally effective, if not more so.  

In many fields, the growing presence of IRB actually appears to have suppressed talk about “real” research ethics – what do we should actually do when confronted with X situation.  Concern for IRB policing also suppresses the voices of researchers who grapple with issues of great social moment.  In some instances, current IRB requirements may actually create risk for people if, say, written consent forms fall into the wrong hands.  At the much wider level has been the shocking suggestion of the role of “ethics” regulation in the U.S. in spawning an industry that outsources clinical trials to the non-Western world to develop medications that benefit largely the West.  
Universities, fearful of the specter of losing all their federal funds for unremedied infractions and of the occasional reports of lawsuits, overwhelmingly opt for conservatism.  With “compliance” defined as an absolutist “either-or” state, the slightest infraction by the least student contaminates the entire institution.  Hastening to create symbols of compliance, institutions ramp up their rules and staff so they will not be the one caught on the fence.  IRB staff attend professional meetings where they learn of possible shifts in the capricious federal winds and share ideas for new measures to put in place in their own institutions that may head off risk of federal disapproval.
IRB language also inserts itself into the research codes of institutions in developing countries which, because they must adopt U.S. protocol standards for their U.S. monies, find themselves forced to adopt the language of the regulatory demands, regardless of how appropriate and realistic they are.  Even the American professional scholarly associations themselves have tended to adopt the language of IRB as the gold standard – the only standard -- of ethics.  
The university mission is to promote cutting edge research and teaching while ensuring the protection of human participants.  Holding research to the rule structure that the federal IRB rules have come to be understood may appear to offer protection against heightened scrutiny by federal funding agencies.  But it also demands adherence to a set of regulations that have no necessary bearing on any of these goals. 
Possibilities for change are beginning to appear, particularly in the move by a number of institutions to withdraw from some of the discretionary components of the IRB system.  The most immediate possibility lies in the agreement that universities sign with the federal government that bind them to particular IRB models.

The Department of Health and Human Services (HHS), through the National Institutes of Health (NIH), requires all institutions receiving research awards it administers that involve human subjects research to sign a Federal-Wide Assurance (FWA) agreement.  This agreement allows the government to give federal funds to academic research institutions that have assured them that the dollars its agencies grant will be conducted under conditions that Congress stipulates in its 45 CFR 46 regulations governing IRBs – the Federal Policy for the Protection of Human Subjects or, the “Common Rule” (http://www.hhs.gov/ohrp/policy/common.html; http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm).  The FWA agreement contains a number of obligations for its signatory institutions.  Most notably, it agrees to set up an evaluative mechanism, in the form of one or more Institutional Review Boards, to oversee the conduct of research in accord with 45 CFR 46.  
Each FWA is linked to one or more review boards, each registered separately with the government and each being linked to a list of FWA agreements from institutions, sometime located in a distant state, whose protocols it is authorized to review.  The Office for Human Research Protections Database website on approved assurances (http://ohrp.cit.nih.gov/search/asearch.asp) suggests that most institutions that contract FWAs are in the U.S.  The Department of Health and Human Services uses FWA agreements, in sum, to allow itself to give away congressionally allocate money, regardless of where these funds are spent, through a pathway that meets congressional standards.  Most countries in the world appear to have one institution or more institutions, usually medical, with an FWA that binds them to administer U.S. government research funds in accordance with U.S. IRB rules.

Though it consists for the most part of mandatory clauses, it contains several options.  Among them is the option, at Box 4(b), to evaluate all research regardless of funding status according to 45 CFR 46 regulations that their affiliated investigators conduct.  When an institution elects this “optional” box, it also agrees to allow federal investigators access to the records of all studies, to see if the federal template of evaluation has been correctly applied.  In nearly all cases in the U.S., institutions have automatically checked Box 4(b), binding themselves to evaluate all research according to the same set of federal regulations.  Investigators notice no difference in their applications.  Since most research in the social sciences is not federally funded – and since work in the social sciences is generally more difficult to wrestle into an IRB frame – they have arguably felt the most substantive consequences of these institutional decisions.
A growing number of institutions, however, are quietly not electing the FWA option to apply the 45 CFR 46 regulations to all research regardless of funding source.  They have “unchecked” optional Box 4(b).  Until recently, the identity of these institutions was known among few outside the central university administration:  seldom to faculty at the institutions themselves and sometimes not even to many IRB staff.  In fact, the very existence of the FWA agreement structure was unknown to the great majority of faculty.  In January 2006, however, a Federal Freedom of Information Act petition by the AAUP secured this list, and made it public.  [[**See AAUP list **]]
Simply unchecking Box 4(b), however, has not necessarily brought about any changes in internal university policies governing human subjects research.  In fact it almost never has.  Since the federal government requires all institutions that receive federal money to have some system in place for human subjects review, universities, perhaps fearing both federal backlash, have tended to continue to hold all research accountable to federal IRB standards.  Unchecking Box 4(b) has simply been a way to eliminate the university’s obligation to open study records to federal investigators of non-federally funded research, especially reports of adverse events and noncompliance.  
Much more thinly explored is the opportunity that the “unchecking” option presents to create reforms that will re-open research, teaching, and genuine dialogues about ethics.  In a “post-Box 4(b)” world, there are many options.  Whatever the steps taken in individual institutions, there are two indisputable national needs:

1.  Rethinking guidelines for the ethical treatment of human subjects:  
To create the optimal environment for research, training students, and protecting human subjects, policies should emphasize a commitment to the ethical treatment of human subjects and ethics training for students.

2.  Reforming the federal model:  
Universities might create two tracks for research – one shifting to a system for investigators needing (or wanting) standard IRB clearance for their studies, and the other for those that do not need it.  Such a system, of course, could lead to problems of consistency.  It would also leave the federally funded research track with none of the benefits of the act of signing off from Box 4(b), possibly discouraging in some cases efforts to apply for federal money.
Needless to say, any steps, whether these or others, should be enacted carefully.  Given the continual accretion of federal rules based often on American assumptions of how to protect people – or, more baldly, the institutions that sponsor the research on them -- none will come easily.  Collective effort is needed within institutions between administrators and faculty.  Faculty themselves may need to take the initiative to suggest mutual discussions on the FWA option and the changes a “post-Box 4(b)” world might entail.  
Maintaining the status quo may represent the easiest administrative solution to the perpetual tension between research and ethical treatment of human subjects.  But there is much research and teaching momentum to regain – and much thinking on research ethics in an international age – in the wake of a regulatory system spiraling out of control. 
