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American Anthropological Association 
Commentary on Notice of Proposed Rulemaking (80 FR 53933 published 09-08-2015; 
docket ID HHS–OPHS–2015–0008):  Proposals for Modernizing the Common Rule  

 
The American Anthropological Association appreciates the opportunity to 

comment on the Department of Health and Human Services’ and participating 
departments’ and agencies’ plan to “modernize, strengthen, and make more effective” 
the Federal Policy for the Protection of Human Subjects (“the Common Rule”). We 
agree with the authors of this Notice of Proposed Rulemaking (NPRM) that burden and 
ambiguity have persistently undermined this Federal Policy, cultivating distrust 
between investigators and regulatory administrators (federal and institutional), while 
serving research participants poorly.  

 
As in our 2011 ANPRM commentary1, the comments we offer below draw upon 

the insights of anthropologists representing all subfields of our discipline 
(archeological, biological, linguistic, and sociocultural) with research experience around 
the world and in diverse settings, from rural and urban communities, refugee 
settlements, and social networks to medical centers, businesses, governmental offices, 
churches, and other institutions.  

 
They also reflect anthropologists’ experiences as members of Institutional 

Review Boards (IRBs), serving on professional association ethics committees, and in 
ethics policy settings. Anthropology has a long history of commitment to the promotion 
of ethical practices: anthropologists are expected to adhere to codified norms of 
professional conduct2 and their professional associations have a proactive approach 
both to ethics education3 and to the development of principled approaches to the ethical 
dilemmas of our practice.4 Our comments are thus offered in a spirit of constructive 
engagement with the regulatory framework that currently governs much of our 
research.  

 
  

                                                 
1 AAA president Virginia Dominguez’s transmittal letter and the full text of our commentary is available 
here:  http://s3.amazonaws.com/rdcms-aaa/files/production/public/FileDownloads/pdfs/issues/policy-
advocacy/upload/Human-Subjects-Research.pdf  
2 For the most recent version of the American Anthropological Association’s “Principles of Professional 
Responsibility”, see http://ethics.aaanet.org/category/statement/.   
3 E.g., http://www.americananthro.org/LearnAndTeach/Content.aspx?ItemNumber=1942.  
4 See http://www.americananthro.org/ParticipateAndAdvocate/Content.aspx?ItemNumber=1895.  

http://s3.amazonaws.com/rdcms-aaa/files/production/public/FileDownloads/pdfs/issues/policy-advocacy/upload/Human-Subjects-Research.pdf
http://s3.amazonaws.com/rdcms-aaa/files/production/public/FileDownloads/pdfs/issues/policy-advocacy/upload/Human-Subjects-Research.pdf
http://ethics.aaanet.org/category/statement/
http://www.americananthro.org/LearnAndTeach/Content.aspx?ItemNumber=1942
http://www.americananthro.org/ParticipateAndAdvocate/Content.aspx?ItemNumber=1895
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Plan of this commentary:  With respect to the NPRM’s “Major Proposals” [80 FR 53942-
53993], this commentary refers to its 88 questions for public comment grouped in 
batches to highlight issues of special relevance to the work of American 
Anthropological Association members. A proposed rulemaking with this many 
questions and alternatives and, notably, with two significant missing parts (the 
investigator “decision tool” and new data security standards) does not work at all well 
as a NPRM.  It makes no sense to rush to a final rule in the wake of such an incomplete 
draft. We strongly recommend that these draft proposals be treated as an ANPRM: we 
look forward to a NPRM that – taking account of the commentary the present document 
elicits – clearly explicates and justifies the proposed final rule. 
 

In response to the first question pertaining to the overall “rationale for 
modernizing the Common Rule”, however, we offer a correspondingly general, 
orienting comment.   
 
Q1 [FR 53942].  Public comment is sought on whether the proposed changes will achieve the 
objectives of (i) decreasing administrative burden, delay and ambiguity for investigators, institutions, 
and IRBs, and (ii) strengthening, modernizing, and making the regulations more effective in protecting 
research subjects:  
 

We strongly support changes that decrease administrative burden/delay and that 
improve the clarity of the regulations. We have two points to raise in this most general 
context: (1) the need to list by name sociocultural anthropology’s core scholarly 
methodology, “participant observation”; and (2) a reiteration of our earlier rationale 
and suggestion for a revision of the Common Rule’s key gateway definition of 
“research”. 

 
Our first and most important general comment is that several of the proposed 

changes will deepen, rather than alleviate, ambiguity. This is especially true with 
respect to sociocultural anthropologists’ most characteristic research activity – 
“participant observation” (also referred to as “ethnographic fieldwork”, “fieldwork”, 
and similar terms) – which finds no place within the existing Common Rule at all. 
Insofar as the proposed changes likewise make no mention of participant observation, 
anthropologists and others who employ this approach—along with their IRBs—are 
left entirely in the dark. This situation promises to keep ethnographic field projects 
that rely on participant observation in “expedited” or “full board” categories when 
according to the logic behind the NPRM they should be “exempt” or “excluded”.5 

 

                                                 
5 Please note that in this and the following remarks, we are referring to research “activities”, not to 
“whole fields” – an emphasis consistent with the NPRM (FR 53948) review of earlier commentary. 
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During the October 20, 2015 Town Hall, we were disheartened by the responses 
of the OHRP panel to questions we submitted asking for clarification concerning where 
“participant observation” (or “ethnographic fieldwork”) is to be situated within the 
proposed regulatory changes (discussed below). Those responses – together with the 
NPRM’s silence on that question – suggested that OHRP has yet to assimilate the clear 
and detailed information provided in our ANPRM commentary concerning “participant 
observation” as an investigative activity.6 We therefore reprise that effort below and 
urge that it receive thoughtful consideration this time. 

 
Our second general comment relates to the NPRM authors’ decision not to 

rethink and revise the Common Rule definition of “research” (presently 45 CFR 
46.102(d); and identical wording in the NPRM, §__.102(l): see FR 54047). Instead, the 
NPRM (at §__.101(b)(1): see FR 53946-47) holds to the longstanding, recurrently 
problematic approach of listing what is or is not “research” (and what, despite being 
“research”, is nevertheless excluded from the scope of the Common Rule), without a 
principled justification:  

 
“The definition of research does not provide such a clear and precise way of 

distinguishing among similar activities that it is immediately obvious which activities 

fall under the definition and which do not. By creating exclusion categories that are 

deemed not research, these activities are more clearly distinguished as not having to 

satisfy the regulatory requirements” (FR 53946) 
 
“Research” is the key term delimiting what is and what is not within the Common Rule: 
the existing definition of this object of regulation is fundamentally ambiguous.  We do 
not see how these ambiguities can be rectified by means of piecemeal adjustments; 
instead, this definition needs a principled rethinking.  

 

 The American Anthropological Association’s commentary on the 2011 ANPRM 
offered a clear rationale for returning the Common Rule to its statutory and ethical 
roots, a move that would help rein in its tendency to expand beyond its original 
mandate. That commentary proposed wording to more precisely define the object of 
regulation to cover study procedures involving risks of physical harm (e.g., biomedical 
interventions) or methodologies whose scholarly validity depends on limiting the 
information available to research subjects (e.g., experimental misdirection); as a result, 

                                                 
6 This point was articulated sharply in the widely-read Institutional Review Blog 
(http://www.institutionalreviewblog.com/2015/11/does-nprm-exclude-or-exempt-ethnography.html), 
which was picked up, for example, by Georgetown University’s Bioethics Research Library 
(https://bioethics.georgetown.edu/2015/11/does-the-nprm-exclude-or-exempt-ethnography/).  

http://www.institutionalreviewblog.com/2015/11/does-nprm-exclude-or-exempt-ethnography.html
https://bioethics.georgetown.edu/2015/11/does-the-nprm-exclude-or-exempt-ethnography/
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non-biomedical, non-experimental studies would no longer need to be exhaustively 
enumerated.7  
 

Those suggestions were designed to reduce the need for OHRP to offer guidance 
in the form of lists of “exemptions” (now also “exclusions”) – an approach that is 
forever doomed to fall behind the dynamic transformations of the research landscape 
cited in this NPRM as a driver behind many of its proposed innovations.     
 

Put another way, we are in strong agreement with the following argument 
developed in the Institutional Review Blog’s NPRM commentary: 

 
          The NPRM cites as its statutory authority 42 U.S.C. 289, which applies to “biomedical or 

behavioral research involving human subjects,” and does not mention social science or research in 

the humanities. As the NPRM acknowledges, “some of the commenters [on the ANPRM] 

recommended that the definition of research be focused more explicitly by being limited to 

‘biomedical and behavioral research,’ in accordance with the statutory provision underlying the 

Common Rule.” But it makes no effort to focus the definition or to explain why the drafters felt 

comfortable ignoring this part of the statute. 

          The Common Rule should be restricted to biomedical or behavioral research involving 

human subjects as provided for by the statute.” 

(http://www.institutionalreviewblog.com/2016/01/my-nprm-comments.html)  
  
Without that return to its roots, clarification will continue to be needed concerning 
“systematic”, “designed”, “generalizable”, and other components of the definition of 
“research”.  
   
 

*** 
 

 
Q2-5 [FR 53946]. EXPANDING THE DEFINITION OF “HUMAN SUBJECT” to cover research with non-
identified biospecimens; and related questions (Q4 [53946], Q61 [FR 53974], Q69-70 [FR 53977-78]) 
about a requirement to obtain “broad” consent retrospectively for secondary uses of existing 
biospecimens and prospectively for future biospecimens: 
 

The American Anthropological Association is in general accord with the 
principle of “autonomy” (or “respect for persons”) underlying this NPRM proposal to 
change the definition of Human Subject. Anthropologists and their study participants 

                                                 
7 Please see pp. 3-4 in that document, available at http://s3.amazonaws.com/rdcms-
aaa/files/production/public/FileDownloads/pdfs/issues/policy-advocacy/upload/Human-Subjects-
Research.pdf 

https://www.law.cornell.edu/uscode/text/42/289
http://www.institutionalreviewblog.com/2016/01/my-nprm-comments.html
http://s3.amazonaws.com/rdcms-aaa/files/production/public/FileDownloads/pdfs/issues/policy-advocacy/upload/Human-Subjects-Research.pdf
http://s3.amazonaws.com/rdcms-aaa/files/production/public/FileDownloads/pdfs/issues/policy-advocacy/upload/Human-Subjects-Research.pdf
http://s3.amazonaws.com/rdcms-aaa/files/production/public/FileDownloads/pdfs/issues/policy-advocacy/upload/Human-Subjects-Research.pdf
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have objected to the reduction of biospecimens to “data” (i.e., values detachable from 
their sources); they have pointed out that blood, tissue samples and the like can come to 
stand for persons and be invested with specific social, cultural, and ritual values. 
Making this point, our 2011 ANPRM commentary referred to controversies concerning 
the history of the Henrietta Lacks (HeLa) cell line and the unconsented secondary uses 
of bio-samples originally obtained for consented primary research purposes from 
Havasupai people.8  

 
However, recognizing the destructive impacts that this rethinking of bio-samples 

would likely have on biomedical research, the NPRM links this change to a proposal for 
“broad” consent (e.g., Q4, Q61, Q69, Q70). While we understand the rationale for it in 
this proposal, we consider broad consent (consent for unspecified uses by unnamed 
agents) generally problematic. Broad consent, whether retrospective or prospective 
(that is, a form that one might sign in a doctor’s waiting room before a procedure) is 
not, strictly speaking, informed consent. If the new rule promotes broad consent with 
respect to prospective or retrospective use of biospecimens, the new rule needs also to 
indicate and justify in what other contexts this uninformative type of consent is 
acceptable; alternatively, it needs to justify its restriction to research only with 
biospecimens.     

 
  

                                                 
8 Our ANPRM commentary also noted that bio-samples are not unique as objects that, on one hand, 
human communities treat as emblems of personhood, family and cultural identity and, on the other 
hand, scientists treat as data. Anthropological archaeology and paleoanthropology (subfields specializing 
in the interpretation, respectively, of the material remains of human social life and of the evidence for 
hominid evolution) are not typically subject to the Common Rule. Nevertheless, archaeologists and 
paleoanthropologists are acutely aware that human remains may produce strong feelings of attachment 
in human communities: their investigative approaches and their relationships with communities 
impacted by their activities have evolved over the past generation to accommodate them. This awareness 
is reflected, for example, in the expectation that archaeological projects conducted in the U.S. include 
plans for consulting with the relevant descendent communities. Since the passage of the Native American 
Graves Protection and Repatriation Act in 1990, this ethic has been the norm for all archaeological 
projects funded or permitted by the United States government. The NPRM proposal to treat research with 
biospecimens as a kind of human subject research would be a comparable accommodation. 
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Q 6-26 [FR 53948-54]. PROPOSALS CONCERNING “EXCLUSIONS” 

 
Considering the proposals concerning “Exclusions”, we focus in particular on 

Q8, pertaining in particular to the section on FR 53948 identifying “oral history, 
journalism, biography, and historical scholarship activities” as “not research” and 
therefore outside of the scope of the Common Rule.  We also comment briefly on Q9-15 
(FR 53952), identifying “educational tests, survey procedures, interview procedures, or 
observation of public behaviors” as low risk and already subject to independent 
controls.   
 

Q8  Public comment is requested on whether the parameters of the exclusions are sufficiently 
clear to provide the necessary operational guidance, or whether any additional criteria or 
parameters should be applied to clarify or narrow any of these exclusions.  
 
We do not find the parameters of these “not research” exclusions sufficiently 

clear, a problem that stems from ambiguities inherent in the current definition of 
“research” (see below). 
 

Q9  Public comment is requested on the extent to which covering any of these activities under 
the Common Rule would add to the protections provided to human research subjects.  

 
Covering these activities under the Common Rule would not substantially add to 

the protections provided to research participants.   
 

Q10 Public comment is sought on whether this exclusion should only apply to research 
activities in which notice is given to prospective subjects […] ?  
 
If notice is a condition of conducting “excluded” research, then it is not, in fact, 

excluded. By definition, “excluded” research is not subject to requirements of the Rule. 
 

Q11 Public comment is sought regarding whether it is reasonable to rely on investigators to 
make self-determinations for the types of research activities covered in this particular 
exclusion category. If so, should documentation of any kind be generated and retained?  

 
Yes, it is reasonable to rely on investigators to determine for themselves that they 

are conducting “excluded” research.  Documentation should not be expected: if 
research is “excluded,” then it should not be subject to this regulation.  
 

Q13. Public comment is sought regarding whether these exclusions should be narrowed such 
that studies with the potential for psychological risk are not included. Are there certain topic 
areas of sensitive information that should not be covered by this exclusion? If so, please 
provide exemplary language to characterize such topic areas in a manner that would provide 
clarity for implementing the Rule. 
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“Exclusions” – and the general question of what counts as in or outside this 

regulation – cannot be determined in relation to “topic areas of sensitive information”.  
The sensitivity of topics is highly context-dependent and varies across cultures, social 
groups and, indeed, even individuals: therefore, judgments about sensitivity are 
extremely poor bases for distinguishing levels of review.  Decisions about whether an 
investigative activity ought to be included in or excluded from the Common Rule 
cannot be made based on their topical content.  Instead, they must be made based on 
the nature of the investigative activities themselves.  Research activities (1) that 
inherently pose risks of physical harm (e.g., biomedical procedures) or (2) that are 
designed to induce the psychological states being studied (e.g., behavioral science 
experiments) and/or (3) that methodologically require significant deception (e.g., in 
protocols concerned to control “reactivity” and the like) are the kinds of activities that 
the Common Rule was historically mandated to cover. It makes sense, then, that the 
expertise mobilized for and informing successive revisions and adjustments of this rule 
(including the present major overhaul) has been concentrated among practitioners of 
these kinds of research.  However, the extension of the rule’s oversight beyond these 
kinds of research has led to considerable difficulty.    

 
     *** 

 
 Consequently, we return to Q8 (FR 53950) and the discussion in NPRM 
§__.101(b)(1) “Exclusions of Activities That Are Deemed Not Research” – but especially 
NPRM  §__.101(b)(1)(ii) “Oral History, Journalism, Biography, and Historical 
Scholarship Activities”. That discussion requires a more detailed response because it 
bears directly on our second “general comment” (p. 3 above) concerning the definition 
of “research”.  After all, the new “Exclusion” category is offered specifically to 
compensate for the ambiguity of that regulatory definition.  As noted in our first 
“general comment” (p. 2 above), participant observation (or ethnographic fieldwork) – 
sociocultural anthropology’s most characteristic investigative activity – is not named as 
“excluded” in the NPRM, or anywhere else in that document.  But while it has 
traditionally come under review, it nevertheless does not fit the Common Rule 
definition of research (as we explain in more detail below).     
 
 The confusion is illustrated by the October OHRP Town Hall meeting, which 
reinforced our conviction that the characteristics of participant observation are not 
understood despite the explanations we previously offered. 
 
 Because “ethnographic field work” and the more specific term “participant 
observation” are not mentioned anywhere in the proposed rule and are also absent 
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from the present Common Rule, AAA members submitted questions for the October 20, 
2015 Town Hall meeting in hopes of achieving a measure of clarity.9  Summarizing one 
of our questions as follows – “the NPRM makes no mention of ethnographic field work, such 

as conversation, interviewing, collection of life history, participant observation in everyday 

settings by means of which the investigator is seeking to understand social and cultural 

particularities. Where does ethnographic field work fit in in the categories of review?” – OHRP 
panelist Julia Gorey responded, 
 

“this is a hard question to answer. It really depends on exactly what the activities are that 

are encompassed in that ethnographic field work, there's certainly portions of it that 

could fit in this the exclusion at 101(b)(2)(i) for research not involving interventions that 

also involves survey procedures or interview procedures or observation of public 

behavior, but it's also very likely that some of this research could be exempt under 

101(e)(1) for surveys or interviews if the subjects can be identified.”  

Her response concluded that “without knowing the specifics of what's going on here, 
it's hard to be very granular in the response other than to say there's different pigeon 
holes where the research could indeed fit.” 

 The ambiguity was not cleared up when the panel took up a related, more 
specific question we submitted concerning the bases for “excluding” journalism, 
history, and biography from the proposed rule as not fitting the regulatory definition of 
research.  Our question noted that the rationale for these exclusions (e.g., offered in the 
NPRM on FR 53948) was that these investigative activities focus on “specific 
individuals” and that they are carried out by practitioners in “fields of research [that] 
have their own codes of ethics”.  As the NPRM explains, for these reasons “explicit 
exclusion of these activities from the scope of the Common Rule is appropriate”.   

Nevertheless, Julia Gorey responded, “the rationale here really hinges on the 
concept of generalizability”. She added,  

“Ethnographic fieldwork, at least as we understand it when we discussed it, generally 

would involve drawing conclusions from groups or from communities and not from 

individuals. However, no one at OHRP was willing to put forth as expert in the field of 

ethnography, so we would invite your comment on whether this or other fields of 

scholarship should be included in or outside of this exclusion”. 

The first sentence in this response implies that “drawing conclusions from groups or 
from communities” is a kind of “generalization” (and by implication, that historical 
scholarship and the other items explicitly listed do not do that).  It also implies that 

                                                 
9 The following discussion and all quotations below derive from the Town Hall transcript, available at 
http://www.hhs.gov/ohrp/humansubjects/regulations/transcriptoct20townhall.html 

http://www.hhs.gov/ohrp/humansubjects/regulations/transcriptoct20townhall.html
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participant observation/fieldwork does not involve drawing conclusions “from 
individuals”.   

Neither assertion is accurate. Sociocultural anthropologists are notoriously 
concerned to produce grounded descriptions of particular communities, cultures, 
customs, practices, beliefs, values, and individual persons – just as do historians. 
Historians’ and anthropologists’ styles of writing are surely different, but the Common 
Rule does not regulate the products of scholarship (to do so would raise First 
Amendment issues): it regulates investigative activities. 

Reference to “generalizability” points to the heart of the problems inhering in the 
Common Rule definition of “research”.  “Generalization” raises distinctive ethical 
problems within biomedicine as a result of the slippage between a doctor’s commitment 
to provide individual patients with personal care and the doctor-researcher’s 
commitment to socially-beneficial generalizing research. But it does not usefully 
diagnose a need for regulation across the board. 

We find the second sentence in the OHRP panelist’s response to be 
disheartening. How can it be that after regulating anthropological field projects 
involving participant observation for the past forty years, OHRP finds itself at a loss to 
characterize this methodology?  Members of the American Anthropological Association 
stand ready to assist; indeed, our 2011 ANPRM commentary offered extended 
descriptions of what this activity entails. 

While ethnography – more specifically “participant observation” – is employed 
widely both within and outside of academia (e.g., by “ethnographic” sociologists, 
scholars of religion and others; by consumer and design researchers), anthropology is 
the one discipline for which “participant observation” is the default method for 
understanding human experience. As the key experts, therefore, we reprise our 2011 
ANPRM overview here.10  

Participant observation involves living explicitly as a researcher among the 
people whose circumstances we seek to understand, and interacting with them by 
conversing with them in their own languages, fitting in with their rhythms of life, 
participating with them in those activities to which we are invited, and abiding by our 
hosts’ preferences with regard to note-taking and other forms of recording. 

 
Participant observation contrasts with interviewing and conventional 

experimental procedures insofar as it does not involve extracting participants from their 
normal social settings. Participant observation also contrasts with “field experiments” 

                                                 
10 Because “ethnographic fieldwork” can also include a wider array of activities – as Julia Gorey’s paraphrasing of 
our question, above, implied – we focus in on participant observation here. 
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(in social psychology, political science, economics, and other behavioral and social 
science fields) and “covert observation” (in some ethnographic sociology investigations) 
or “undercover” research (in police work and some investigative journalism): while the 
latter two methodologies are also carried out in the participants’ normal social settings, 
unlike typical anthropological participant observation, they depend for their validity 
on limiting or controlling the information available to participants.11  

 
Because participant observers do their research in their consultants’ own 

environments, rather than in settings that the researcher controls, and because the 
scholarly validity of their data does not depend on withholding and controlling 
information – because anthropological ethics specifically oppose the uses of deception 
in any form (including the withholding of “hypotheses”) -- “the probability and 
magnitude of harm or discomfort anticipated in” participant observation “are not 
greater in and of themselves than those ordinarily encountered in daily life”.   

 
Specifically with reference to the Common Rule definition of “research”: as an 

investigative activity, participant observation is inherently particularizing (not 
“generalizing”).  What is more, as an investigative activity the scholarly value of 
participant observation often hinges on the fieldworker’s responsiveness to the 
fieldworker’s hosts’ interests (that is, its validity does not depend on holding to a 
predetermined “design”). While anthropological field projects involving participant 
observation are “systematic”, they are most usefully thought of as systematically open 
to the researcher’s host population’s cultural and social emphases.  While 
anthropological fieldworkers begin their investigations with questions deriving from 
existing empirical and theoretical literatures, field projects incline toward open-ended 
“discovery” rather than systematic, designed “hypothesis-testing”.   
 

In sum, if the authors of this NPRM are not willing to address the fundamental 
vagueness of the Common Rule’s definition of “research” – the object of regulation itself 
– then “participant observation” needs to be mentioned on one or another of the new 
rule’s lists and to justify that placement clearly.  If historical scholarship is “excluded” 

                                                 
11 The “daily life” standard defining “minimal risk” in 46.102(i) currently implies acceptance of socially 
normal or culturally expected controls on the flow of information: for example, politeness, enactments of 
conventional social roles and the like are appropriately understood as meeting Common Rule criteria of 
“minimal risk”. The definition of “deception” that we offered in Recommendation #1 of our ANPRM 
commentary excludes these commonly accepted practices. In our recommendation, “deception” 
specifically includes only those controls on the flow of information considered by the relevant scholarly 
community as necessary methodological conditions for the collection of valid data (e.g., withholding 
study hypotheses or aims from participants).  
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from oversight on the grounds that it is not generalizing, then participant observation 
can be excluded on the same grounds.  

 
Q 27-59 (FR 53957-68)  PROPOSALS CONCERNING EXEMPTIONS  

 
Q27-32, Q41, Q47 (FR 53956-57, 53960, 53963) concern the as yet non-existent decision tool enabling 
investigators to make “exempt” determinations.  

 
The NPRM proposes to “develop one or more exemption determination tools” 

that would enable investigators to decide for themselves whether the research activities 
they have planned are exempt from oversight (CFR 53956).  

 
In relation to this proposal we respond in particular to Q 41, which asks 

“whether it is reasonable… to rely on the exemption determination produced by the 
decision tool where investigators themselves input the data into the tool, or whether 
there should be further administrative review in such cases.” If the regulatory 
categories are clear, then the decision tool should be able to elicit the same result 
regardless of whether it is an IRB officer or a researcher that inputs the information. 
However, as we argue throughout this comment, the regulatory categories are far from 
clear. This is especially true for anthropologists, whose signature methodology, 
participant observation, receives no mention in the regulations at all. We cannot be 
assured that a decision tool will produce a correct result – any more than we can be 
assured that a human reviewer will – when the approach taken is to list those activities 
that call for special treatment because they are “minimal risk”, “low risk”, “excluded”, 
or “exempt”. (See also our response to Q 40 below.) In other words, the results of the 
decision algorithm follows directly from the quality of the questions it poses, and the 
quality of those questions follows directly from the regulatory phrasing itself. If the 
phrase “participant observation” is not listed in the regulations, then anthropologists 
cannot be guaranteed clarity about the status of their research in the output of the 
decision tool. 

 
 

Q39-40 (FR 53960-61).Exemption for benign interventions without informed consent or data security 
protections  
 

The NPRM proposes a new exemption category for studies involving “benign 
interventions”, i.e., experimental manipulations of participants’ environments that are 
“brief in duration, harmless, painless, not physically invasive”, “not likely to have a 
significant adverse lasting impact”, and not “offensive or embarrassing” (FR 53960). 
Notably this exemption would even authorize the use of deception, as long as 
participants are prospectively notified that they will be “unaware or [even] misled 
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regarding the nature of the research” (FR 53960). Examples of benign interventions 
offered in the NPRM include reading materials, playing online games, solving puzzles, 
and performing cognitive tasks.  

 
 Q40 (FR 53960). Public comment is sought regarding what improvements could be made to the 

language describing the type of interventions in this exemption category so as to make clear what 
interventions would or would not satisfy this exemption category. 

 
In response to Q40: we do not support the practice of determining regulatory 

categories through such use of lists since they can never be complete and require 
speculation any time a non-listed activity needs to be considered. But since this is the 
approach taken in the NPRM, we will register our support for the proposal on behalf of 
those in our discipline who at times engage their research participants in what we 
believe are comparable activities. Anthropological researchers use techniques that 
involve the presentation of cards or other physical items, and linguistic and other 
carefully selected stimuli for participants to respond to. We agree that the burden of 
requiring informed consent and data security procedures for this kind of research is not 
offset by participant protections, because the risks posed by the research are so low. 
 
Q43-44 (FR 53961). Proposals for a yet to be developed list of “reasonable and appropriate data 
safeguards” for exempt research.  
 

Following the line of reasoning in the 2011 ANPRM, this NPRM proposes that 
research exempted on the grounds that it involves only low-risk, non-invasive 
interactions (FR 53961) must nevertheless meet certain data security and privacy 
protection requirements as a condition of exemption. As an alternative to using HIPAA 
for this purpose, the NPRM proposes to hold investigators to a set of standards drawn 
from a list of “reasonable and appropriate safeguards” that “could be readily 
implemented by an individual investigator” (FR 53961). We wish to register two 
concerns with this proposal, the first conceptual and the second procedural.  
 

First, while anthropologists appreciate the importance of keeping data 
confidential when appropriate, it is not the case that information (e.g., stories or 
recorded texts) shared with investigators by participants in anthropological research 
should always be kept confidential along the lines of protected health information. To 
the contrary, one important purpose of anthropological research is to document 
knowledge for future use, whether by members of the community being investigated or 
by future researchers. The insistence on adherence to any privacy safeguards 
irrespective of the situation of research (including the wishes of the participants) 
runs counter to the context-sensitivity required for the ethical conduct of 
anthropological research, and in fact contradicts the AAA Statement on Ethics, which 
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calls upon anthropologists to balance the protection of research participants and their 
communities with the careful preservation and judicious dissemination of their research 
records.12  
 

Second, we find it impossible to assess the privacy safeguards proposed in the 
NPRM, given that they are left completely unspecified, and stand as no more than a 
promissory note. However, the inappropriateness of the proposals offered by OHRP 
previously – notably, the proposal that HIPAA privacy standards be generalized for 
use in all research, even for information that is completely unlike protected health 
information – does not instill confidence that such security standards, when they are 
finally presented, will be something we could support. 
 
Q45-48 (FR 53963.)  Exemption for research involving low-risk, non-invasive activities (educational 
tests, surveys, interviews, observations)  
 

In section II.A.3 of the NPRM a revision to the “exemptions” category is 
proposed to include “low risk studies that involve collecting information by means of 
educational tests, surveys, interviews, or observation of public behavior”, including the 
making of “visual or auditory recordings” (FR 53962). These, it is proposed, can be 
exempted from review as long as researchers adhere to certain yet-to-be-defined 
security procedures. In making this proposal, the NPRM acknowledges what many 
have long argued: that such activities are not unlike those encountered in the course of 
daily life and that, as a result, there is no need for special protections in order for 
participants to be able to “decline to participate or answer [any] specific questions” 
presented by the research (FR 53962). 
 

We believe that anthropology’s most distinctive method of research, participant 
observation – if it does not fall completely within categories of “excluded” activity – 
falls within this category of activities: it involves the collection of information through 
open-ended interactions with participants in ways that are, as a matter of 
methodological principle, not under the researcher’s control but responsive to 
constraints imposed by study participants in their own daily life contexts. Because this 
exemption would support anthropologists’ ability to apply their professionally- and 
experientially-honed ethical judgment in an active, responsive, and situation-specific 
way as their research unfolds, the AAA supports this proposal, which decreases the 
burden on researchers to seek administrative review from those who have less 
knowledge about the risks to participants than they themselves do, while 

                                                 
12 http://ethics.aaanet.org/ethics-statement-6-protect-and-preserve-your-records/ 
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simultaneously diminishing (or at least not increasing) the risks associated with the 
research. 
 

That said, we are extremely troubled that “participant observation” is nowhere 
listed among the types of activities that count for purposes of this exemption, even 
though “interviewing”, which is listed, is in fact more invasive, disruptive, and 
controlling, and less like daily life, than is “participant observation”. We note this in 
response to Q48 in particular, which asks for “exemplary language… that would 
provide clarity for implementing the Rule” (FR 53963). Crucially, anthropologists 
preparing to undertake “participant observation” do not understand themselves as 
conducting “interviews”. Instead, they are trained to appreciate that interviewing and 
participant observation are distinct (indeed methodologically opposed) activities: the 
former is an investigator-controlled interaction (the researcher asks a more or less 
predetermined set of questions keyed to his/her relatively well-defined research 
agenda) while the latter is basically a participant-controlled interaction (the researcher 
is responsive to his/her hosts’ agendas of activities, topics, and the like). This means that 
fieldworkers’ honest answers in response to questions on the decision tool (or whatever 
other procedure is put in place to determine exemptions) would not enable them to 
meet the regulatory criteria for the exemption. This runs counter to the spirit of the 
NPRM proposal as we read it. We therefore ask that if the proposal to exempt low-
risk research through interactions is adopted as described in the NPRM, “participant 
observation” be specifically listed among the activities that count as “low risk” for 
purposes of the exemption. 
 
Q54-56 [FR53967]: Broad consent for storage and future use of biospecimens see above at Q2-5 

Q60-72 [FR 53972-53980]. Proposed changes to obtaining, waiving, and documenting informed 
consent  

Two major points with regard to consent processes follow from our discussion 
of sociocultural anthropology’s signature research method (“participant observation”): 
(1) For participant observation particularly, no matter where and with whom it takes 
place, oral consent is generally the default condition, as a function of the investigator’s 
respect for local cultural values and the norms of everyday social interaction. (That is, if 
participant observation is listed as “exempt” or in some way within the Common Rule, 
then “waivers of signed consent” should certainly be permissible.) (2) Because of the 
open-ended character of participant observation and ethnographic fieldwork generally 
(i.e., compared with an experimental or survey “design”, this form of investigation is 
not controlled by the investigator and is responsive to research participant interests and 
constraints), consent cannot be focused on or confused with an event (a form signed or 
a script heard, no matter how clear). Ethical practice in sociocultural anthropology 
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demands that “consent” be a process inextricable from the relationship-building, 
reciprocal nature of this activity.     

More specifically RE point 1: Among the proposals made in this section is one 
that would allow “a waiver of the requirement for a signed consent form if the subjects 
are members of a distinct cultural group or community for whom signing documents is 
not the norm” (FR 53977, 54055). The AAA supports this provision enthusiastically. 
Consent needs to be tailored to the social and cultural context of the research 
community if it is to be meaningfully informed. Yet despite the diversity of cultural 
settings in which anthropological work takes place, anthropologists frequently find 
themselves called upon by their IRBs to document consent in ways that make no sense 
to their study participants. In such situations signing consent forms offers the 
participants little in terms of protections, and unnecessarily burdens researchers who 
are caught between the expectations of their IRBs and the perspectives of their study 
populations. Moreover, the standard IRB-driven requirement for documentation of 
consent can interfere with rapport (that is, following local norms of relationship-
building), a methodological prerequisite for effective ethnographic fieldwork.  

 
More specifically RE point 2:  We encourage Common Rule revisions to go even 

further, and explicitly recognize the need for “emergent” consent in the case of 
participant observation, where understandings of the research questions, and hence the 
potential risks and benefits of the research, develop dialogically (in culturally-
appropriate encounters, usually by means of conversation) not only for participants but 

for researchers over the course of their interaction. For this reason, even when it is 
obtained orally, consent in anthropological fieldwork cannot be construed as an 
“event”, like listening to a script and agreeing to some or all of its terms. As the 2012 
AAA Principles of Professional Responsibility puts this point,  

“The informed consent process is necessarily dynamic, continuous and reflexive. 

Informed consent does not necessarily imply or require a particular written or signed 

form. It is the quality of the consent, not its format, which is relevant.”13 
 

Within “changes to promote effectiveness and efficiency in IRB operations” (NPRM II(F)), proposal to 
cease requiring Continuing Review for expedited studies and studies at the “analysis only” stage; and 
proposal to redefine  “minimal risk” as the default position for all research on the OHRP “expedited” 
list (Q79-80 [FR 53987].  

If sociocultural anthropology’s signature methodology (“participant 
observation”) is included within the rule at all, then it ought to be listed explicitly as 
                                                 
13 http://ethics.aaanet.org/ethics-statement-3-obtain-informed-consent-and-necessary-permissions/ 
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“minimal risk”: it is an activity in which, by its very nature, “the probability and 
magnitude of harm or discomfort anticipated in the research are not greater in and of 
themselves than those ordinarily encountered in daily life”.  Including participant 
observation on the “expedited” list would dramatically reduce “burden, delay, and 
ambiguity” for anthropologists.  Because “participant observation” has never been 
listed anywhere in the Common Rule and related guidance, the proposed rule is an 
important opportunity to end that ambiguity. 

Q79  How often should the Secretary’s list of minimal risk activities be updated? Should advice 
be solicited from outside parties when updating the list?  

The current list of minimal risk activities was published in 1998: it needs to be 
updated at least every 5 years, since as the NPRM authors note, the research world is 
dynamic and expanding. Certainly, advice ought to be solicited from “outside parties” 
if by that is meant experts in particular methodologies.  

Q80  Is this Secretarial list of minimal research activities a useful tool for the research 
community, or does it represent a loss of IRB flexibility in risk determination?  

Since the current list has not been updated recently, any response is necessarily 
theoretical: theoretically, such a list would be helpful if it was presented to IRBs as an 
educative tool, authorizing informed flexibility.  

The NPRM proposes to eliminate the requirement of annual continuing reviews 
for “minimal risk” studies, i.e., those that qualify for expedited review. The NPRM also 
proposes to eliminate review of such minimal risk research once it has proceeded 
beyond data “collection” to data “analysis”, unless justification is given for why 
continuing review is called for. The AAA strongly supports these proposals, which 
help clarify the application of the Common Rule to anthropological research. It is 
standard practice for anthropologists to reflect on, analyze, and write about their field 
research experiences for years and even decades beyond the actual research encounters 
with study participants. This disciplinary norm makes it difficult or impossible for 
fieldworkers to identify a point at which their studies have ended.  

 
We furthermore welcome the proposal (FR 53985-53986) to make expedited 

review the default position for studies involving a published list of “minimal risk” 
activities, with justification required for a more stringent level of review. What is of 
great concern to us, however, is the absence of any mention of standard 
anthropological research activities on that list. Minimally the list should include 
“participant observation”. More comprehensively, it should also include “ethnographic 
fieldwork” insofar as that term generally refers to conversational interaction, including 



American Anthropological Association comment re 80 FR 53933 

 

  Page 17 of 18 
 

forms of interviewing but specifically not including experimental manipulations or 
deception, with persons whose circumstances the fieldworker seeks to learn about.   

 
Because researchers engaged in participant observation and ethnographic 

fieldwork interact with participants in the course of daily life on those persons’ own terms as 
a matter of methodological principle and because researchers do so without deception as 
a matter of ethical principle14 – that is, because they do not remove participants from 
their daily lives in order to engage in research or otherwise engage in research 
manipulations – these standard anthropological methods are consistent with the spirit 
of “minimal risk”, that is, they involve a “probability and magnitude of harm or 
discomfort” that is not greater that what is “ordinarily encountered in daily life”. 
Indeed, participant observation and ethnographic fieldwork more nearly approximate 
daily life than do any of the other activities currently listed on the OHRP expedited list, 
such as “surveys”, “interviews”, and “focus groups”.15  For that reason, we favor 
“excluding” participant observation/ethnographic fieldwork from the Common Rule.  

 
Q81 [FR 53988]. Proposal concerning the return of research results to study participants: what ethical, 
scientific or clinical concerns should IRBs consider when reviewing the plans for returning research 
results? (See also, e.g., Q55.) 

 In recent years, anthropological researchers frequently have engaged in 
collaborative styles of research (e.g., “participatory action research”) with their study 
populations. Even when they have not been engaged in explicit forms of collaboration, 
our discipline has tended to consider the people whose circumstances we have sought 
to understand as consultants and partners who take an active part in shaping research 
foci and emphases and who have an active interest in our results. Whether we work 
with rural villagers in distant or nearby places, or elites (scientists, engineers, bankers, 
business owners, and so on), the basic social ethics of reciprocity incline us to share 
our results: that ethics are consistent with this NPRM’s stated goal of fostering a spirit 
of partnership with research participants.   

However, while those results generally include (drafts of) published work, they 
do not, as a rule, include raw data (that is, field notebooks).  The ethical concern here is 
to guard against the release of confidential or private information, a central 
anthropological value.16     

                                                 
14 See this Association’s “Principles of Professional Responsibility” at http://ethics.aaanet.org/category/statement/.  
15 http://www.hhs.gov/ohrp/policy/expedited98.html 
16 See the Association’s Statement on the Confidentiality of Field Notes: 
http://www.americananthro.org/ParticipateAndAdvocate/Content.aspx?ItemNumber=12946  

http://ethics.aaanet.org/category/statement/
http://www.americananthro.org/ParticipateAndAdvocate/Content.aspx?ItemNumber=12946


American Anthropological Association comment re 80 FR 53933 

 

  Page 18 of 18 
 

Q82-84 [FR 53988]. Proposals relating to coercion or undue influence in research with vulnerable 
populations; questions concerning whether pregnant women and people with physical disabilities 
ought to be considered vulnerable to coercion or undue influence  

 
We applaud the NPRM’s proposal to clarify reference to “vulnerable 

populations” such that the consideration of relevance is specifically vulnerability to 

coercion. Categorizations of persons into a priori types cannot always be successfully 
applied across the board and apart from context; indeed, even reference to “children” 
must take into account local cultural conditions (e.g., the relevant distinction may be 
ritually initiated vs. uninitiated boys). The Common Rule specification of “vulnerable 
populations” may make sense in most situations in the U.S., but not in other settings 
where social categories may differ. Moreover, as is often emphasized by disability 
advocates, there is no reason to assume that being assigned to a given category of 
persons—those “physically disabled”, those “economically or educationally 
disadvantaged”, or any other group—necessarily puts individuals at risk of harm when 
those individuals engage in any area of life, research included. Indeed, the operative 
concerns—as the NPRM proposals attempt to acknowledge—are (1) the Belmont 
principle of Justice which calls for equitable opportunity to participate in research, and 
(2) the necessity for IRBs “to give consideration to [board] membership expertise” when 
they evaluate protocols involving study populations with which Americans are not 
generally familiar (CFR p.539889). 
 
Q85-88 (FR 53990) Proposals to make the Common Rule apply to all clinical trials regardless of funding 
source; changes in the Federalwide Assurance process.  

We are not commenting on these items except to note that we are in favor of making the 
box on FWAs unchecked and uncheckable. 
 


