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   The September 8, 2015 NPRM [Notice of Proposed Rulemaking concerning Federal Policy for Protection of 
Human Subjects], and the federal rulemaking process connected to it [including the July 26, 2011 ANPRM, 
'Advanced Notice', or preliminary call for “Public Comments”], has among its stakeholders: the general Public; 
persons and institutions conducting or likely to conduct future human subject research; and, persons who are 
currently, or who have been  Human Subjects of Human Research, or persons likely to be participants in future 
Human Research.
    Most prominent and numerous among consensual or non-consensual human subjects who submitted Public 
Comment to the NPRM, and/or to the preceding ANPRM, are citizens who are victims of alleged apparent non-
consensual human experimentation, mainly alleged testing of technology which is plausibly related to the testing 
of Intelligence Surveillance technologies and methods.  Specifically, these citizens are being subjected to,  
typically day and night, non-consensual electromagnetic signals monitoring and/or assault of the human body and
brain, or in some cases various electronic harassment, or other remote 'environmental manipulation' and 
harassment [ such as repeated, 'timed (scheduled) so as to harass or annoy', activities by: human, cars [e.g. 
driving, parking, horns, alarms], official vehicles [police cars, other], aerial vehicles (airplanes, helicopters), 
and/or, telephone calls which are very often 'improbably-timed' and thereby harassive, and/or, calls caused by 
someone having intent to harass ].

    These victims of  'Non-Consensual Covert apparent-Testing', of surveillance, monitoring, and harassment 
technologies, are sometimes called  'TI's, which stands for 'Targeted Individuals'.  

    These victims are mainly, or nearly exclusively, believed to be subjects of the wider category of Ongoing U.S. 
Government (federal) Non Consensual Classified Human Research/ Experimentation, involving 
electromagnetic signals monitoring and assault of the human body and brain, and sometimes also including
electronic, and/or other, harassment  techniques.  This wider category can include: Military  - battlefield or 
covert operations technology - testing;, and therefore may extend beyond intelligence surveillance activities 
research, or law enforcement related research (e.g.: 'crowd control' related weapons, including mind control 
techniques [electromagnetic-signals or other];).

    Broadly, such victims are mainly of 2 categories of surveillance, monitoring, and harassment: 
1)  constantly physically inflicted brain and body monitoring; and, various brain and/or body harassments and 
assault; and,
2)  so called 'environmental harassment', or 'street theatre', or 'remotely or electronically orchestrated 'gang-
stalking' ', where advanced [electromagnetic signals ] mind-control manipulation (if not in rare cases, 
conventionally deployed persons), is used on person or persons in the subject's vicinity,  who are thereby caused: 
to 'act out', or to do something, such as: to say something which has the effect of annoying the subject; or, to 
'drive by' the subject's house at a particular time or time window.  Importantly, it is believed likely that the 
subject's brain is being monitored during such so-called 'environmental harassment', and it is highly suspected 
that many such victims' brains are being manipulated [by electromagnetic signals caused restriction, and 
constrainment, of their brain's full and free functioning] so that the subject is not able to experience the 
'harassment' as something that is 'detached' from their main concerns, or something that he/she can mainly 
'ignore'.  Also, some victims experience apparent trespasses or break-ins (sometimes enabled by tampering with 
alarm systems), upon their residence, and/or, their motor vehicle, while they are absent, with or without: apparent 
theft, or, tampering with their property.
    Some victims are targeted by significant degrees of both forms of harassment (that is, both: brain and body 
harassment and assault, and 'environmental harassment'), all the while during which their body and brain are 
being intensively monitored.
    Perhaps the main 'idea' that such research does 'studies' is:
1)     perform a 'harassment' (upon brain or body, or an 'environmental' harassment); monitor and record the 
subject's reaction (physical, emotional, 'verbal' [whether voiced, or 'not voiced' within their own mind], 
overall-'brain-reaction');
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 2)   potentially conduct a related harassment, or a different harassment, microseconds later, seconds later, 
minutes later, hours later, the next day, or within the next number of days, or days or weeks later.  Monitor 
and record the subject's reaction to this most recent harassment itself, and also  monitor and record the 
subject's reaction to the 'collection' or 'sequence' of harassments, of which the current harassment is the most 
recent part of the 'collection' or 'sequence' of harassments which is being studied. 

    Concerning the September 8, 2015 NPRM [Notice of Proposed Rulemaking, which sought Public Comment on
NPRM Proposed Changes to the federal Policy for Protection of Human Subjects]

The following part of our “Stakeholders Summary” is:  a Summary of Non-'TI' Comments Concerning the 
“Intelligence Surveillance Activities” proposed Exclusion:

0183:  Comment by Ohio University, Athens, Ohio; Submitted by Christopher Hayhow; 
Commenter selects out “Intelligence Surveillance” exclusion, and some of the other proposed exclusions, and 
with reference to them, provide his responses to NPRM Questions 9, 10, 11, 12, 13, 14,  15, as part of his Public 
Comment, which in total provides his responses to the 88 NPRM Questions of the NPRM.

“vi. Intelligence Surveillance Activities (NPRM at §___.101(b)(1)(vi))    
b. Exclusion of Activities that are Low-risk and Already Subject to Independent Controls   (NPRM at 
§___.101(b)(2))   
iii. Educational Tests, Survey Procedures, Interview Procedures, or Observation of Public   Behaviors 
(NPRM at §___.101(b)(2)(i))   

Questions for Public Comment   

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

Response:  We do not believe that covering any of these activities under the Common Rule would substantially 
add to the protections provided to human research subjects.  Rather, the study participants have adequate, if not 
better, protection based on these proposed exclusions.

10. Public comment is sought on whether this exclusion should only apply to research activities   in which notice 
is given to prospective subjects or their legally authorized representatives as a   regulatory requirement. If so, 
please comment on what kind of information should be included in   the notice such as the research purpose, 
privacy safeguards, contact information, ability to opt- out, etc. Would requiring notice as a condition of this 
exempt research strike a good balance   between autonomy and beneficence?   

Response:  We recommend that this exclusion should only apply to research activities where notice is given to 
prospective subjects or their legally authorized representatives as a regulatory requirement.  At a minimum, the 
notice should provide the research purpose, privacy safeguards, contact information, ability to opt-in or opt-out, 
and the ability to ask questions and to get a reasonable response to the questions.

11. 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?   

Response:  It is a nice gesture to propose that we rely on investigators to make self-determinations for the types 
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of research activities covered in this particular exclusion category.  However, we strongly believe that someone 
experienced in review of IRB proposals should make the final determination for the respective compliance 
office.  There needs to be some type of checks and balances in place to protect everyone.

12. Public comment is sought regarding whether some or all of these activities should be 106 exemptions rather 
than exclusions.   

Response:  We believe that all of these proposed activities, as written, should be exclusions.

13. 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.   

Response:  We do not recommend that these exclusions be narrowed.  If the researcher or IRB believe that there 
are concerns then the proposed study can undergo more extensive review by the compliance office or IRB.  This 
decision should be made by the IRB or respective compliance office.

14. For activities captured under the third element of this exclusion, do the statutory, regulatory,   and other policy
requirements cited provide enough oversight and protection that being subject to   expedited review under the 
Common Rule would produce minimal additional subject   protections? If so, should the exclusion be broadened 
to also cover secondary analysis of   information collected pursuant to such activities?   

Response:  We believe that the statutory, regulatory, and other policy requirements cited provide enough 
oversight and protection to human subjects.  We do not recommend that the exclusion be broadened to also cover 
secondary analysis of information collected pursuant to such activities.

15. Public comment is requested on the extent to which excluding any of these research activities   from the 
Common Rule could result in an actual or perceived reduction or alteration of existing   rights or protections 
provided to human research subjects. Are there any risks to scientific   integrity or public trust that may result 
from excluding these research activities from the   Common Rule?   

Response:  We believe that someone experienced in review of IRB proposals should make the final determination
for the respective compliance office that the proposal meets the defined exclusion criteria.  If this is accomplished
then we do not believe that any reduction or alteration of existing rights or protections provided to human 
research subjects will occur.  Also, we do not believe that there are any risks to scientific integrity or public trust 
that may result from excluding these research activities from the Common Rule.”
-------------  

0411: list “intelligence” in list of exclusions;
The following comment text is about the proposed exclusions in general;
Provides specific comment on some exclusions [3 of them], but no specific comment about Intelligence 
surveillance activities.

“In light of the ambiguities involved in applying the regulatory definition of research, we appreciate the approach 
of providing certain categories of activities “deemed status” as excluded activities, and believe that this will 
reduce administrative burdens by reducing uncertainty.”
------------  

0499
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Not concerning proposal exclusion.
Uses word “intelligence”  in different context [“or studies that would correlate violence or intelligence with race, 
sex, or ethnicity)”]. 
-------------- 

0559; Comment by CIRCARE (Citizens for Responsible Care and Research); submitted by Gerald Schatz; 
provides comments specifically regarding the “Intelligence Surveillance” proposed exclusion, and also the related
“Criminal Justice Activities” exclusion, and the proposed Exclusions in general and in specific.

“ii. Oral History, Journalism, Biography, and Historical Scholarship Activities (NPRM at Sec. __.101(b)(1)(ii))
   iii.  Criminal Justice Activities (NPRM at Sec. 101(b)(1) (iii))
    iv.  Quality Assurance and Quality Improvement Activities (NPRM at Sec. __.101(b)(1)(iv))
    v.  Public Health Surveillance (NPRM at Sec. 101(b)(1)(v))

(2) Question for Public Comment

8. 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.

Our response to Question 8 refers to NPRM items II.A.2.a.ii, iii, iv. & v. as well as to exclusions generally. Our 
comments here apply also to item II.A.2.a.vi., regarding intelligence and national security, although the NPRM 
does not request comment on this provision specifically.   Our responses to Questions 6 and 7 apply to the idea of 
exclusions generally and to Question 8 as well.
     Investigators are not disinterested and should not make the decision as to whether their projects do or do not 
come within the ambit of the Common Rule. All work undertaken in whole or in part with research funding or to 
fulfill academic or other research requirements or for which research credit is claimed should be covered by the 
Common Rule. The “the parameters of the exclusions” are not clear. These subtopics necessitate additional 
comment: 
     Oral History, Journalism, Biography, and Historical Scholarship Activities:
...
    Criminal Justice Activities: Investigations in pending and specific cases would not be funded as research. 
Research, development, and testing of technologies and methods relating to law enforcement and penology  
should not be excluded from the Common Rule when they seek or acquire data or biological material for 
identifiable individuals   and are funded as research. An example of a technique-development activity was funded
as research jointly by the National Science Foundation, Defense Advance Research Projects Agency, and the 
McDonnell Foundation. This is the recently published Indiana University-based non-consensual use of Twitter 
message content and metadata to track sources, dispersion, and destinations of political ideas in the Occupy Wall 
Street movement down to the individual, identified mobile telephone. Michael D. Conover et al. Geospatial 
Characteristics of a Social Movement Communication Network, PLOS ONE,
http://www.plosone.org/artile/info:doi/10.1371/journal.pone.0055957  (March 6, 2013).
     It seemed that researchers, perhaps assuming that Twitter users had agreed that anyone could use their data 
and metadata even if identifiable, could do what the U.S. Government itself was not supposed to do.
          “Individual cases and programs of government surveillance which the Committee examined raise questions
concerning the inherent conflict between the government's perceived need to conduct surveillance and the 
citizens' constitutionally protected rights of privacy and dissent. It has become clear that if some lose their 
liberties unjustly, all may lose their liberties. The protections and obligations of law must apply to all. Only by 
looking at the broad scope of questionable activity  over a long period  can we realistically assess the 
potential dangers of intrusive government. For example, only through an understanding of the totality of 
government efforts against dissenters over the past thirty years can one weigh the extent to which such an 

http://www.plosone.org/artile/info:doi/10.1371/journal.pone.0055957
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emphasis may "chill"legitimate free expression and assembly.”    Senate Select Committee to Study 
Governmental Operations with Respect to Intelligence Activities, Final Report: Foreign and Military Intelligence,
Book I, 94th Cong., 2d sess. (1976) at 6-7.

Our concerns here apply as well to item II.A.2.a.vi., regarding intelligence and national security.
This proposed law enforcement and national security exclusions should be stricken as too fraught with 
ethical and legal hazard and with necessity to distinguish between research and operations.”
…
...
“vi. Intelligence Surveillance Activities (NPRM at Sec. __.101(b)(1)(vi))
     This proposed exclusion should be stricken, for the reasons given concerning law enforcement. Intelligence
and national security have been used to rationalize experiments with dubious surveillance technique 
research. James Risen, Pay Any Price: Greed, Power, and Endless War (2014) Rachel Levinson-Waldman, What 
the Government Does with Americans’ Data, Brennan Center for Justice at New York University School of Law 
(2013). And the intelligence and national security rationale has been used for research and experimentation with 
unlawful interrogation techniques.
      David J. Hoffman, et al. Report to the Special Committee of the Board of Directors of the American 
Psychological Association: Independent Review Relating to APA Ethics Guidelines, National Security 
Interrogations, and Torture (Sidley Austin LLC 2015); Senate Committee on Armed Services, Report: Inquiry into
the Treatment of Detainees in U.S. Custody, 110th Cong. 2d sess. (2008), passim; Senate Select Committee on 
Intelligence, Report: Committee Study of the Central Intelligence Agency’s Detention and Interrogation Program,
S. Rep. 113-288, 113th Cong., 2d sess. (1914), passim; Steven H. Miles, Oath Betrayed: America’s Torture 
Doctors (2009) & Doctors Who Torture (2015). 
      In the national security area the line separating operations from research subject to Common Rule scrutiny 
evidently has not been clear enough. An example here is the Comprehensive-Fitness project, which we 
understand did not undergo Common Rule scrutiny inasmuch as it was deemed training and not subject to 
Common Rule review. But progenitors of this project, which has gathered highly personal data on hundreds of 
thousands of military personnel and their families, have characterized it this way also:
               “One million soldiers taking the [Global Assessment Tool] is an unprecedented database for the 
prospective longitudinal study of the effects of psychological variables on physical health, mental health, and 
performance. The Soldier Fitness Tracker is the backbone of this longitudinal study, and we predict that this 
database will become a national treasure for psychological and medical research.”   
               Martin P. Seligman & Raymond D. Fowler, Comprehensive Soldier Fitness and the Future of 
Psychology, 66 American Psychologist No. l (January 2011) at 85.
     The Comprehensive Solder Fitness program, [is] at the critical research-or-operations border of 10 U.S.C. sec. 
980, Limitation on Use of Humans as Experimental Subjects. It is yet another illustration of why  such activities 
require case-by-case ethical and legal scrutiny, not categorical exclusion from oversight.
      Where there is a Government-approved research purpose, there should be no categorical exclusions from the 
Common Rule.  It is a failure of respect for persons and is contrary to law to deny the right, among others, to fully
informed consent, in circumstances conducive to voluntariness, [and] contravenes the law.”
…
   “12. Public comment is sought regarding whether some or all of these activities should be excemptions rather 
than exclusions.
     The proposed categorical exclusions are contrary to law. The categories proposed in the NPRM warrant case-
by-case Common Rule scrutiny whether treated as exclusions or as exemptions.
     13. Public comment is sought regarding whether these exclusions should be narrowed such that studies with 
the potential for psychological risk are not included.
     There should be no exclusions. See our response to Questions 10-12, above. This question (13) shows that 
exclusions and exemptions can be dangerous. Even the possibility of psychological risk implies a danger from 
disclosure as well.”
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…
     15. Public comment is requested on the extent to which excluding any of these research activities from the 
Common Rule could result an actual or perceived reduction or alteration of existing rights or protections provided
to human research subjects. “
     Protections are a precondition for agency support of human subjects research and for marketing approvals for 
drugs, biologics, and medical devices. The legal basis for the human subjects regulations is the legal mandate to 
protect the rights of human subjects indirectly. As a legal matter, rights do not change; they are inherent or 
recognized in positive law. The human subjects regulations cannot accord or diminish rights; they are supposed to
be protective of rights. We point out above, in response to Questions 9-14, that the proposed categorical 
exclusions disregard rights and eliminate or weaken mandated protections. Allowing essentially unlimited, 
unchecked mining and cross-linking of stored data, including biosamples, raises severe problems of violation of 
confidentiality and trust. Might the proposed exclusions be perceived as eliminating protections? Yes. For 
example, visualize a possible news report that the Government has chosen to allow researchers to mine data or 
track individuals in ways that would be forbidden to the Government itself.

     Are there any risks to scientific integrity or public trust that may result from excluding these research activities
from the Common Rule?

Yes. The proposed exclusions show that the Government declines its mandate to protect research subjects and that
it defers to some researchers who consider themselves above ethical scrutiny.
-------------

0570, Comment of SACHRP ; comments specifically on “Intelligence Surveillance” proposed exclusion:
“                         Exclusions which SACHRP has insufficient expertise to address

Exclusion .101(b)(1)(vi)

Exclusion .101(b)(1)(vi) applies to “Surveys, interviews, surveillance activities and related analyses, or the 
collection and use of biospecimens conducted by a defense, national security, or homeland security authority 
solely for authorized intelligence, homeland security, defense, or other national security purposes.”

SACHRP notes there is public concern about this proposed exclusion, but SACHRP does not have the expertise to
provide commentary.  SACHRP encourages additional public justification for and description of this exclusion.”

0582, Comment of: AAU and AAPLU - Association of American Universities, and Association of Public Land 
Grant Universities; submitted by Lizbet Boroughs;  
          Mentions and discusses Exclusions proposal in general.  Mention of “Intelligence Surveillance” activities 
Exclusion as perhaps useful due to cases of 'not research', but notes that existing regulations already allows 
waivers.

“Exceptions and Exclusions Categories
   Our member institutions and affiliated organizations have reviewed the NPRM and found that the provisions 
regarding exclusions and exemptions are particularly unclear. In our experience, organizations and individual 
readers have varied widely in their interpretation of these categories and the feasibility of implementing the 
associated portions of the rule as proposed. Many of our member institutions are submitting their own lengthy 
comments on this particular topic based on their unique experiences and expertise. The views below reflect the 
broad consensus positions of AAU and APLU on this NPRM section.
...
   We acknowledge that some activities such as those in the NPRM sections on   intelligence surveillance 
activities and research conducted by a government agency using government-generated or government-collected 
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data may not be considered activities not involving human subjects. However, we observe that the existing 
regulations at §_.46.101(i) already allow department or agency heads to waive the applicability of some or all of 
the regulatory provisions for specific research activities or classes of research activities so long as OHRP [[[sic., 
see our-note-here]]  is notified.  
    Rather than developing a new “excluded” regulatory category we believe the existing regulation, combined 
with well-reasoned guidance using examples, should be used to define when the regulations do not apply. We 
believe this provides the best mechanism to protect research subjects while at the same time allowing IRBs to 
exercise their discretion in gauging the risks represented by the proposed activities.”

    [our-note-here: Comment mentions 46.101(i) provision to inform OHRP of waivers, but 46.101(i) requirements
for waivers are looser than that, and are notoriously looser than that for classified areas, such as intelligence 
surveillance activities often are.  Namely, “advance notices of these [waiver] actions” are forbidden by 
classification law [Executive Orders, and Statutes] from: being published in the Federal Register or other 
publication; and, classification law can? cause Agencies to withhold Notice from OHRP as well.  ]
--------------------- 

0602; Comment of State of Utah, Department of Human Services, Institutional Review Board; Submitted by 
Bruce Larsen; 
    Comment quotes NPRM questions section which mentions “intelligence surveillance”, and answers the 
question [questions 8 - 13 of that sections].  Only makes small specific mention of “intelligence surveillance” 
related matters (in response to NPRM Question 13), namely: “Gathering of sensitive information such as PII 
should not be excluded, nor should potentially damaging observations outside of criminal justice or national 
security and public health concerns be excluded.”  [[That is, potentially damaging information should still be 
collected for excluded activities involving criminal justice, national security, and public health; however, if PII is 
included, the activities shall not be considered excluded activities.]] 

[  Comment contains the following Responses to NPRM Questions 9-13, regarding the 6 NPRM Proposed 
Exclusions, which includes the “Intelligence Surveillance Activities” proposal: 

9. While a small amount of protection may be provided, most of these exclusions are already in effect and are 
subject to other policies and regulations or have traditionally not been covered by the common rule without 
raising issues of inadequate protection.
10. The safeguards articulated in this question for public comment should be sufficient without being overly 
burdensome. Mostly notice, and choice are the important features. Recognizing that at times activities will be 
engaged in by the public without the sense of practical other choices. Then notification should suffice.

11. Researchers should be provided decision trees similar to those used by IRB’s in determining exempt or 
expedited categories of research and activities. Along with the decision trees, forms that record  how and why the 
activity meets exclusionary criteria should be completed by researchers and retained for a specified period of 
time, say 7 years (a mark often required for records). The activities should be subject to periodic audit to ensure 
compliance with exclusionary criteria.

12. See response to number 11 above. This would allow for researchers to not only make the determination if 
their activities are excluded, but to have to document and justify that decision. This places the burden on the 
researcher instead of the IRB. A review process should be in place to ensure that investigator decisions are 
consistent with Federal guidelines in determining exemptions or exclusions.

13. Studies with potential psychological risk should not be excluded from review. Gathering of sensitive 
information such as PII should not be excluded, nor should potentially damaging observations outside of criminal 
justice or national security and public health concerns be excluded. These forms of information are regulated by 
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other laws, rules and regulations.
…
15. The only concern would be for compromised/vulnerable populations who lack decisional and evaluative 
capacities that the “average or low average” functional ability could be expected to review and understand prior 
to participation. Perhaps a provision for such individuals including intellectual disability, significant 
neurocognitive impairment, severe and persistent mental illness or developmental delay as protected groups 
requiring further oversight of activities which may be harmful in any way. Such additional protections exist for 
children and prisoners and such should be applied to these groups as well.
------------------

0606 , Comment of University of New Hampshire; submitted by Julie Simpson;   lists “intelligence surveillance 
activities in a list of the proposed exclusions, and makes a statement about that list, but does not otherwise 
specifically mention the “Intelligence Surveillance” proposed exclusion.
    “Most of the exclusions [§__.101(b)(1)] for activities that are clearly not conducted for research purposes (i.e., 
program involvement, journalism, biography, historical scholarship, criminal justice activities, quality assurance 
or improvement, public health surveillance, and intelligence surveillance activities) appear to be appropriate.”
----------------  

0632 ; Comment submitted by Robin Baker; specifically discusses Intelligence Surveillance Activities proposal. 
This Comment, by a supporter of EFF [[Robin Baker - her/his name was on an EFF Petition to U.S. 
Government]], submitted  much of EFF's December 28, 2015 Blog Entry on the NPRM as a Public Comment 
(and changing one instance of “we” to “I”).  [ EFF Blog Entry entitled,  Human Research Loopholes: Alive and 
Well, by Yonatan Moskowitz and Lee Tien , at: https://www.eff.org/deeplinks/2015/12/human-research-
loopholes-alive-and-well .]   This Comment appears different (authorship, and content) from EFF's filed Public 
Comments [#1932].   
    This is a medium size text box only comment.  It mentioned “Intelligence” related research, loopholes, and 
“Intelligence Surveillance Activities”, in addition to biospecimens, DNA, broad consent, genetic databases, 
“public behaviour”, modern data analytics, and internet privacy.
    Concerning “Intelligence” and “Intelligence Surveillance Activities” it comments:
“  The Common Rule is supposed to affirmatively protect us from the abuses of the future. However, the proposed
regulation is lousy with loopholes, including ones that could exempt tracking online behavior and experiments 
related to intelligence activities.
   This federal policy purportedly binds the Department of Health and Human Services (HHS) and numerous other
agencies, including the CIA and Department of Homeland Security (per Executive Order 12333). But as we've 
seen, these agencies are adept at honing in on small loopholes, so the proposed language needs a serious edit if it 
is going to provide any real protection.
…
    Lastly, HHS proposes absolute ethics-review exemptions for "intelligence surveillance activities." This would 
exempt actions "conducted to fulfill a department or agency's legal mandate to ensure the safety and protection of 
the United States, its people, and its national security interests." The government is professing to fence DHS and 
the CIA in through E.O. 12333, but they're actually building in a gaping breach for them to stroll right back out 
through.
    Existing law under the Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule already 
includes a national security exception that permits doctors, hospitals, and any other "covered entity" to disclose 
individual health information "to authorized federal officials for the conduct of lawful intelligence, counter-
intelligence, and other national security activities authorized by the National Security Act." But this is an 
exemption that needs to be patched over, not replicated.”
----------------  

https://www.eff.org/deeplinks/2015/12/human-research-loopholes-alive-and-well
https://www.eff.org/deeplinks/2015/12/human-research-loopholes-alive-and-well
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0869 ; [comment of: Robert Anonymous; ]
Not concerning proposal exclusion.
Uses word “intelligence”  in different context [“if we have a healthy respect for the intelligence of subjects”]. 
-------------- 

0956 ;  Comment of Fanny Ennever, PhD, CIP;  lists “Intelligence Surveillance Activities” in list of exclusions, 
comments on the exclusions proposal, but mainly as it related to “interviews” and “surveys”.
The following comment text is about the proposed exclusions in general;
“1) Listing certain activities as not human subjects research is useful. However, the final rule should simply state 
that the activities in proposed sections 101(b)(1) and 101(b)(2)(ii) are not human subjects research rather than 
creating an unnecessary and confusing new term that starts with “ex.”  ”
…
    In contrast, the following major proposals do not help in achieving the objectives and should not be finalized as
written:
1)   The new excluded category should be dropped. As stated above, proposed sections 101(b)(1) and 101(b)(2)
(ii) should be deemed not human subjects research. …

“Topic: Explicit Exclusion of Activities from the Common Rule: Oral History, Journalism, Biography, and 
Historical Scholarship Activities; Criminal Justice Activities; Quality Assurance and Quality Improvement 
Activities; Public Health Surveillance; Intelligence Surveillance Activities”

“iii. Third, the category of this exclusion states that it applies to activities “when already subject to independent 
controls without application of these regulatory requirements,” [yet there are no independent controls for research
surveys and interviews conducted at institutions]. The preamble states: “All investigators performing excluded 
studies are expected to act in a way that is consistent with the principles outlined in the Belmont Report, even if 
the Common Rule does not impose requirements on excluded work. For instance, consistent with the spirit of 
respect for persons, investigators should tell prospective subjects the purpose of the information collection and, 
where appropriate, that they can choose to participate or not in these activities, although investigators are not 
explicitly required to do so.”  However, without a review process, institutions have no way to oversee 
investigators to determine which need assistance in complying with the Belmont Report.”
…
[in response to NPRM Question 10: ]
As stated in the response to question 39 about notice for exempt activities, requiring notice does strike the right 
balance between autonomy and beneficence. Recent events have shown that a substantial portion of the public 
believes that notice should be given for human subjects research (Facebook, OK Cupid, Montana voting). The 
notice should include:
i. Purpose
ii. Procedures, including any privacy and confidentiality safeguards and any audio or video recording
iii. The voluntary nature of participating (ability to say no, optout procedures – can be satisfied by wording such 
as “You are being asked…”)
iv. Payment
v. Contact information for questions that arise after the interaction or intervention (should be written, such as a 
business card or printable electronic sheet, in most instances) ….”
-------------------  

1129 ; Comment of: Citizens' Council for Health Freedom (CCHF); Submitted by: Twila Brase; mentions 
“Intelligence Surveillance” in a quote from the NPRM, and in its own restated enumeration of the proposed 
exclusions lists Exclusion 101(b)(1)(iv) as “National Security”.   Comments on the exclusions in general (in an 
blanket disapproval), but does not specifically discuss “Intelligence Surveillance” activities proposed exclusion.
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    “LARGE LOOPHOLES IN CONSENT REQUIREMENTS
     As noted above, despite making much of the new proposed requirements for informed consent for use of 
biospecimens, identified or deidentified, as well as identifiable private information (medical records), we find 
many loopholes to the consent requirements. They include:
• Exclusions (research considered outside the scope of the regulations)
• Exemptions (research not subject to the rule, except as specified)
• IRB Waivers (part or all of informed consent altered or eliminated)”
…
Exclusions 
…
    Although 11 of the exclusion categories are conducting analysis and research, the agency uses the following 
rationale to dismiss patient privacy and autonomy in their support three government-specific exclusions: 
       “…three exclusions include some activities that fall into to [sic] a gray area that encompasses some activities 
that arguably might be judged to be research, but that are part of inherently governmental functions that have 
purposes other than research, such as responsibilities to protect public health and welfare (see exclusions for 
criminal investigations, public healthy [sic] surveillance, and intelligence surveillance). ...”
    “The 12 research activities which will be completely excluded from the requirements, oversight, and consent 
requirements of the proposed research rule include (as described in the NPRM, minus the titles): …
         6. National Security: Surveys, interviews, surveillance activities and related analyses or the collection and 
use of biospecimens conducted by a defense, national security or homeland security authority…”
…
    “All of these newly proposed and ongoing regulatory loopholes should be eliminated, and individuals should 
be asked for their voluntary, written, informed consent to participate in research projects.”     [underlining here 
appears in the Comment]
----------------- 

1320 ; Submitted by Wake Forest School of Medicine; Submitted by Joseph Andrews; 
Enumerates “Intelligence Surveillance Activities” as among proposed exclusions, and gives detailed comment in 
response to NPRM Questions [8 - 15] regarding the proposed Exclusions.  However, Comment does not including
specific focus on the “Intelligence Surveillance” proposed exclusion.
   “Response [to Question 8]: In our opinion, creating separate exclusion categories for Oral History, 
Journalism,Biography, Historical Scholarship, government intelligence surveillance activities, criminal justice, 
and public health surveillance, is unnecessary because the activities undertaken in these fields are not designed to 
develop or contribute to generalizable knowledge and therefore do not meet the definition of human subjects 
research. Since this distinction already exists, we recommend the issuance of clearer guidance on how to interpret
and apply the current definition of human subjects research.
…
    “Response [to Question 9]: As discussed in our responses to questions 6, 7, and 8, we believe that some of the 
excluded activities are not currently covered under the common rule and do not presently require IRB review.
...
   “Response [to Question 10]: We do not believe that public notice is adequate to uphold the principle of 
autonomy in this instance.  …
   … 
    Currently, IRBs can waive consent entirely if they believe it is appropriate, but as the article in IRB Advisor 
[mentioned at length in Comment, above, at Question 10] illustrates, the public benefits from an assessment of 
the project and some degree of oversight.
    This type of [IRB related] thoughtful assessment would be removed with the exclusion and providing public 
notice does not allow the individual any choice.  
    We believe there is value in a determination as to whether a project meets local ethical standards and that is 
especially true if no informed consent will be sought. We therefore recommend that this proposal not be adopted.
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    [ Stakeholder's Summary Note: That is, in response to the NPRM proposition 'would giving Notice be enough', 
this Comment says 'One Size does not fit all [types of local ethical standards]'. ]

    “Response [to NPRM Question 11]: We have strong reservations about investigators making self-
determinations for the types of research covered by the proposed exclusion category. In our experience, 
investigators have a difficult time determining the level of review needed for human research applications and 
often underestimate the risks that should be considered when developing contingency plans or those that should 
be covered in consent documents.
     Relying on investigators to maintain an objective view regarding their own research is not likely to produce 
satisfactory outcomes due to the inherent conflict of interest that exists for investigators. The concerns about 
conflicts of interests that could result in biased study results, participant selection, and inadequate participant 
protections, underlie the strict regulations mandating disclosure and appropriate management of potential 
conflicts or the appearance of such conflicts.
     We believe that placing the responsibility of self-determination on investigators will result in an increased 
potential for violations of federal regulations and of lack of trust in the system meant to protect participants’ 
safety, rights and welfare.  We therefore recommend that this proposal not be adopted.   

    Response [to NPRM Question 15]: We believe that excluding any of the proposed research activities from the 
common rule could result in both a reduction of the current protections and rights participants expect and that a 
loss of public trust is very possible. The results of our survey, above, suggest that these exclusions are not 
consistent with current public expectations. We therefore recommend that this proposal not be adopted.
------------------

1321 ;  [ Comment of Rebecca Levine ]
Not concerning proposal exclusion.
Uses word “intelligence”  in different context [“As an officer in the Epidemic Intelligence Service [part of 
CDC]”]
--------------

1360 ; Comment of John F. Ennever Ph.D., M.D., CIP; “in response to selected [NPRM] questions …  personal 
opinions based upon experience as a clinical investigator and as an IRB member and administrator.   
            Enumerates “Intelligence Surveillance Activities” as among proposed exclusions, and gives brief 
comments in response to some of the NPRM Questions [8 - 15] regarding the proposed Exclusions.  However, 
Comment does not include specific focus on the “Intelligence Surveillance” proposed exclusion.

“However, other proposed changes are more problematic:
…

The new excluded category is unnecessary and confusing; better than adding a new category (that unfortunately 
also begins with “ex”) would be to have the regulations use the existing categories of “not human subjects 
research” and “exempt” as appropriate.
...
    Topic: Explicit Exclusion of Activities from the Common Rule: Oral History, Journalism, Biography, and 
Historical Scholarship Activities; Criminal Justice Activities; Quality Assurance and Quality Improvement 
Activities; Public Health Surveillance; Intelligence Surveillance Activities 

[Response to NPRM Question 8:] 
The regulations should label these activities “Not Human Subjects Research.”

[Response to NPRM Question 10:] 
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Respect for persons means that permission should be sought whenever practical, and it is certainly practical for 
surveys and interviews. It is appropriate to have less than the full consent requirements, because some are 
unnecessary and even confusing for exempt research, and naming this “notice” has the advantage of making it 
clear that the full requirements are not invoked. The notice should include voluntariness, purpose, procedures, 
payment, and contact information.

[Response to NPRM Question 11:] 
Since this category should remain exempt, those determination and documentation requirements should apply.
---------------- 

1377 ; Comment of [individual] Efthimios Parasidis, Associate Professor of Law and Public Health, Ohio State 
University Law School [Moritz College of Law];
            Comment related to subject matters of U.S. Intelligence and national defense, but does not mention 
Intelligence Surveillance Activities, or any of this NPRM's proposals.
            Comment urges protections for military service members, with detailed analysis of topic.
            [ Note: In contrast to the NPRM, the July 2011 ANPRM specifically did request suggestions for needed 
changes in human research protections which were not mentioned in the ANPRM.  “In addition to the specific 
solicitation of comments throughout this ANPRM, general comment is invited on the current system of 
protections for human research subjects as implemented through the Common Rule ...and any other rules, 
regulations or guidance documents. In particular, comments are sought  not only on ways to improve .. 
efficiency .., but about circumstances in which the protections provided by the current system might be 
inadequate and in need of supplementation or change in  order to make sure that subjects are receiving 
appropriate protections.”  ] 
          Mentions “Intelligence” as part of agency name, “Central Intelligence Agency” and term “Intelligence 
Community” [quoting Exec. Order, in a footnote].  Mentions Defense 4 times [“Department of Defense”; 
“military readiness and defense” [quoting a Court decision]; and, twice within footnotes. Mentions “national 
security” 3 times [1 of which is part of a quote from journal article [a “landmark treatise”].
          Comment proposes:   “I have two recommendations”, and presents a detailed case for them in his 16 pages 
of text, and 4 pages of footnotes [83 footnotes].

“1. In 45 C.F.R. § 107(a) and 45 C.F.R. § 111, I respectfully suggest that the words “military personnel”, 
“members of the armed forces”, or “service members”  be added to the list of categories of subjects that are 
vulnerable to coercion or undue influence. 

2. The NPRM [Fed. Reg., pg. 53942, col 1, lines 8-17 ] indicates that OHRP will consider amendments to the 
other Subparts of 45 C.F.R. Part 46.  When OHRP considers amendments to the other Subparts of 45 C.F.R. Part 
46, I respectfully suggest that OHRP consider  whether it is appropriate to create a new Subpart that addresses the
unique research-related concerns of military personnel.
    In the context of research with human subjects, military personnel are a quintessential example of a population 
that is vulnerable to coercion or undue influence. Respected scholars and commentators have outlined the reasons
why service members are a vulnerable population (arguably, more so tha[n] other groups identified in the 
Common Rule), and the Presidential Commission for the Study of Bioethical Issues has also identified service 
members as a category of individuals that is a vulnerable population in the context of human subjects research.”
----------------  

1390 ; Comment of Rand Corporation;   Submitted by Sandra Berry; Gives a specific 1-paragraph comment 
regarding the “Intelligence Surveillance Activities”, and also provides responses to the NPRM Questions [8 - 15] 
regarding the proposed Exclusions.
     Regarding “Intelligence Surveillance Activities” proposed Exclusion:
    “This is another instance where clarification is needed as to the scope of the proposed exclusion. RAND is a
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member of a community of institutions that provides research supporting the United States Armed Forces and 
federal intelligence community.  While such activity may assist defense and intelligence clients in their missions, 
it is typically aimed at developing or contributing to generalizable knowledge, and results are frequently 
published in non-classified form. We interpret the proposed exclusion not  to apply  to such activity, but in the
event the exclusion is adopted, we suggest that OHRP publish clarifying guidance. This will ensure that the 
various organizations serving the defense and intelligence community operate in a consistent manner and on a 
level playing field.”
    [ That is: 'We do research which which we believe would not be excluded; If this Exclusion proposal  is 
approved, then it should not be possible for others doing similar research to exclude their research, and thereby 
gain a 'competitive advantage' over those who do not exclude.' ]

    [In Response to NPRM Question 10:]
    “As an initial matter, it is unclear what is meant by “notice”. Does notice contemplate constructive notice, as by
publication in the Federal Register, or some form of actual notice? In the latter case, what form of notice would 
be required? Whatever its form or content, we have doubts that the provision of notice (as opposed to actual 
consent) would offer more than lip service to the principle of autonomy. This would be especially true for less 
sophisticated persons or those who lack the resources to meaningfully assert their interests in response to a 
notice.”

    [In Response to NPRM Question 11:]
    “It is unreasonable to expect researchers to make reliable and consistent judgments as to identifiablity of
data and the magnitude of harms from unauthorized disclosure on their own, without the benefit of 
specialized IRB experience and expertise. Although researchers provided with a list of direct identifiers can 
certainly determine whether they are recording any of them, IRBs can provide valuable input and guidance on 
identifiability by inference. In our IRB’s experience, significant subject matter and/or statistical expertise is 
sometimes necessary for such a determination. An IRB’s experience is also likely to be helpful in determining the 
extent to which the disclosure of identifiable responses might subject an individual to negative outcomes. 
Disclosures that may appear innocuous to some researchers may in fact result in serious harms to the subject 
depending on the subject’s culture, social network, and family situation. Disconnects are particularly likely to 
occur where the researcher is from a nation, culture, or socio-economic background different from the subject. 
Moreover, the IRB is helpful in determining the efficacy of likely mitigations of risk through the data 
safeguarding procedures and providing advice on what procedures can be used. This is not an area where 
researchers are typically trained and most researchers will not see the volume of projects that a typical IRB sees 
[and] so has less opportunity to accumulate experience. The existing exemption process ensures that an IRB can 
inform judgments on these important questions by drawing upon a larger group of persons with more varied 
backgrounds and broader experiences. For all these reasons, rather than putting researchers in the position of 
making unguided self-determinations of exclusions, it is preferable to keep the status quo in place and to allow 
the IRB to help determine whether such research is exempt.

[In Response to NPRM Question 13:]
    If the exclusions are adopted, we believe that they should not extend to any activities that potentially pose non-
minimal informational risks (i.e., unauthorized disclosure of identifiable data likely to result in serious social, 
psychological, economic, or physical harms to subjects) or participatory risks (posing questions that may lead to 
psychological harm, or disclosure of the fact of participation may lead to social, economic, or physical harms).

[In Response to NPRM Question 15:]
     Allowing researchers to make self-determinations of exclusions for the three categories of   research specified is
problematic because IRBs are more likely than researchers to have the training and experience needed to 
reach consistent, reliable and informed judgments as to whether the criteria for exclusion are met. The risk 
of inappropriate judgments by researchers is compounded by the potential for a conflict of interest: researchers 
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will directly benefit (in the sense of being relieved of administrative burdens) from a self-determination of 
exclusion. The proposed rule may therefore undermine the public trust in the enterprise of research.
--------------

1671 ; Comment of Cheri Kiesecker; mentions “intelligence activities”, and “national security”, and 
“surveillance”, as follows, as part of medium length text box only Comment about how children's data lacking 
proper privacy protections.       [   Note: this comment does not mention adult-focused “Intelligence Surveillance 
Activities”. ]

    “Privacy is a fundamental human right, and should especially apply to our most vulnerable population, 
children. … The proposed regulations in "Federal Policy for the Protection of Human Subjects" would allow 
tracking of online behavior and experiments related to intelligence activities. Existing loopholes in COPPA 
[Children's (under age 13) Online Privacy Protection Act (a Congressionally mandated federal rule)] exempt[s] 
government entities and nonprofits, allowing these entities to profile and share, even sell children's data. ...
    Institutions and online applications that profile a child, collect personal behavioral, non-cognitive, predictive, 
pii data and share said data with agencies, vendors, researchers, and institutions outside of the classroom are not 
transparently communicating this activity to parents. Parents are largely unaware this data collection is 
happening. … 
    In creating the "Federal Policy for the Protection of Human Subjects", I hope you remove the loopholes I point 
out above. … Children are not a national security risk, they don't require surveillance. Children deserve is a 
chance to live their life unfettered by a preconceived digital profile. ”
---------------- 

1685;  Comment of Fresenius Medical Care; Submitted by Franklin Maddux; At end of Comment, in Comment's  
section entitled “Other issues”, the Comment endorses its enumerated list of proposed exclusions, including 
“intelligence surveillance”.

“VII. Other issues
FMC [Fresenius Medical Care North America] believes that many other proposals in the NPRM are positive steps
towards reducing the administrative burden on stakeholders while balancing the goals of autonomy, justice and 
beneficence. Specifically, FMC endorses the following proposals:
 The  proposal to exclude the following 10 research activities from the Common Rule: .. (3) criminal justice; (4) 

public health surveillance; (5) intelligence surveillance; ...” ;
---------------

1745; Comment of Jeffrey Kaye; mentions “intelligence surveillance” proposal in brief text box description of his
file attachment comment;, which Comments on those “intelligence surveillance” and “criminal justice” proposed 
exclusions, and changes to federal policy 'Part C' (regarding prisoners).

Text box: “I ask that the NPRM changes proposed for weakening of protections on issues related to "intelligence 
surveillance" and "criminal justice activities," as well as weakening protections related to Subpart C of the 
Common Rule relating to research protections for prisoners, be soundly rejected.
     Please see the attached .. full comment, which presents the relevant analysis and documentation.”

     “[M]y comment is related to proposed exceptions ... related to “intelligence surveillance” and “criminal justice
activities.”  In addition, I address suggestions of weakening protections related to Subpart C .. [research on 
prisoners].
       [  Full Comment contains:  7 pages of text, and 2 pages of footnotes [17 footnotes]. ]
    “Currently, the Department of Justice, the Central Intelligence Agency, the Department of Homeland Security, 
the High-Value Detainee Interrogation Group (HIG), and the intelligence agencies that operate under the umbrella
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of the Department of Defense, are all regulated by 45 CFR 46, and protection of human subjects falls under the 
Common Rule. There is good reason historically for this, as government agencies, often under the auspices of 
“national security,” failed to protect human beings who were harmed significantly under experiments undertaken 
by such agencies.”

      These agencies act under a veil of secrecy, and safeguards on potential misuse of actions considered 
research, as defined, or even potentially close to [being considered] research, should be strengthened, not 
weakened.”
       [ The following  is a partial summary of the remainder of  the full Comment. ]
        The analysis goes through: changes, and at times destructive changes in DOD Human Subjects programs, 
and even though there currently appears to be better policies and programs, the history shows that it is not 
necessarily a stable long term situation. These areas need more protections, not less.
       Comment further mentions notorious DOD Human Research programs, and which took decades to be 
disclosed, after years and years of government denials
       Mention of DOD and CIA Interrogations programs;  Abuse of the question 'what is research'; can they enable 
themselves to do research, or research-like interventions, on humans by calling it 'not research'?;
      Mention of Criminal Justice, one particular case, where a 'Researcher' viewed all of a suspect's  interrogations 
by video camera, but the career Researcher's notes and analysis were later used in the suspect's prosecution;
     Idea of 'designs' and 'schemes' to do research by creating categories which are called 'not Research'.    
 --------  

1763, [Comment of Marianne Ryan]; Not concerning proposal exclusion.
Uses word “intelligence”  in different context [“NPRM proposes reliance upon an artificial intelligence tool 
to ...”]
----------------

1764, Comment of East Carolina University; submitted by Norma Epley;  possibly assents to proposed exclusion,
or possibly only assents to proposed exclusion with reference to NPRM Question 9 [on whether Investigator-
decided Exclusion, or IRB decided exemption/exclusion ]:  
   After, or with reference to, NPRM Question 9:
    … “vi. Intelligence Surveillance Activities (NPRM at §__.101(b)(1)(vi))
No changes”
    Comment responses to NPRM Questions 9 to 15 regarding Exclusions in general are as follows:

[ Perhaps much of this is better placed in an appendix, or just leave out some of it?? ]
[  What our Stakeholder's Summary really cares about: about Notice; and, the Exemption decisions by 
investigators is a questionable practice, and change is how research subjects are protected. ] 

In Response to NPRM Question 9:

    “It is the opinion of ECU that removing any association between the aforementioned activities and review by 
an IRB is appropriate. However, undergraduate and graduate students must be provided with some type of 
oversight to make the determination when their projects fall within these professional activities. ECU strongly 
encourages OHRP to define the activities that are professional versus those that could be deemed research.
      ECU does, however, feel that research within the criminal justice system should remain the purview of the 
IRB. The concern primarily lies in defining criminal justice activities. Given that prisoner research has additional 
protections that must be met for this population, a clear definition of criminal justice research versus criminal 
justice activities should be provided. This might also require a more detailed definition of what constitutes a 
“prisoner” which then can be enhanced by individual state laws. If it is clear that the federal definition is the 
baseline for research purposes, it will eliminate confusion and inconsistencies when applying the federal 
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regulations.
vi. Intelligence Surveillance Activities (NPRM at §__.101(b)(1)(vi))
No changes”

In Response to NPRM Question 12:
     “It is the consensus of the IRBs at ECU the activities proposed as exclusions should, in fact, be considered for 
exempt certification. As previously stated, these activities are generally conducted by first time researchers 
(graduate/undergraduate students, Residents, etc.) and at least some minimal oversight by the IRB should be 
required. We realize that there are institutions that do not require such oversight of exemptions but it has been our 
experience that there is potential for harm to individuals’ rights when these activities are undertaken in the name 
of research without some form of ethical review.
      ECU agrees that these activities should be classified as exemptions rather than exclusions. Without the ability 
to evaluate the decision support tools that the NPRM references, it is difficult to even conceive of how 
investigators could make such a determination. It takes months, if not years, to become sophisticated enough in 
the interpretation of regulations to meet federal standards. To expect novice investigators to be able to make such 
determination is unrealistic.
a. If so, should documentation of any kind be generated and retained?
      If the exclusion category is passed as currently written, it would be imperative to have some type of 
documentation in the IRB office to allow for an impromptu Quality Assessment review.”

In Response to NPRM Question 13:
     “There are often circumstances that occur within research for which psychological risks are very possible. 
Surveys dealing with topics such as adoption, date rape, abuse, hate crimes, etc. may not include identifiers but 
could possibly create reactions within those who take part in completing the surveys. By exempting these studies, 
the risk of psychological damage could possibly go unaddressed. As an exemption, however, an experienced 
regulatory person, whether it be an IRB Chair, Vice Chair or experienced IRB member, could assist the 
investigator in addressing those risks and ensuring that the risks are properly minimized. First time researchers 
(graduate students, residents, honor students) may not have a mentor or enough personal research experience to 
recognize that these feelings may arise during completion of the survey.

     ECU also has some concerns about criminal justice research being excluded since there are often individuals 
targeted for studies that have limited autonomy simply because of their incarceration or potential for such. 
However, investigations conducted into whether criminal activities have occurred do not belong under the 
definition of human research  since there most likely will not be a systematic collection of data for the purposes 
of contributing to generalizable knowledge.

[ Stakeholders Summary Notes:  However, if Intelligence Surveillance activities collect extra data, beside from 
[beyond] that which is strictly authorized, and [in good faith] reasonably needed for authorized non-
research purposes, and with intention to possibly use that extra data, or where that data is not prevented 
from being used, for any partial or through systematic study, then the  collection of that extra data should 
be [and we hope by current definitions?, would be ] considered human research. ]  

In Response to NPRM Question 15:
     Unfortunately, it only takes one individual to create a negative headline in the local paper. That one headline 
can do more to create a lack of trust in research in general, and the institution as a whole. Since many research 
institutions also provide clinical care that lack of trust could have a profound negative effect on both the research 
environment and the clinical services offered.
      Headlines could read, “XXX Institution does not even care about the community enough to put its research 
through an ethical review.” We realize that is extreme but it can happen. The intent of the proposed regulations is 
to provide transparency, instill trust in the community, and offer the most ethical research possible. It is our 
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opinion that excluding activities that have direct contact with individuals and/or their private, identifiable 
information needs some form of oversight from the institution. 
      Scientific integrity is generally monitored by the profession from which the research originates. However, if 
no one in the institution, except the principal investigator, is aware the research activities are being conducted, 
that monitoring most likely will not occur. Again, this may be an extreme example, but it is offered to make the 
point that the amount of time and administrative burden caused by review of these activities is minimal compared
to the reputational fallout that can occur.
-------------- 

1779, comment of Michigan State University; submitted by Kristen Burt; 
     concerning Intelligence Surveillance exclusion proposal:
     “  Intelligence Surveillance Activities 101(b)(1)(vi): Define “for authorized purpose” and “other national 
security purposes.”   ”;

concerning Exclusions in general or related Exclusion [Criminal Justice Exclusion]:
    “Replacing “exemptions” with “exclusions,” which now includes activities that do not meet the definition of 
research as well as those that do meet the definition of human subject research, led to confusion during the 
discussion of the proposed rule.
     It is strongly suggested that if the new regulatory framework with exclusions and exemptions moves forward 
as proposed, that:
 The 101(b)(1) activities that are excluded because they are deemed not to be research be moved to the 

“definitions” section, under the term “research.” 102(l) (e.g. the following activities are deemed not to be research
. . .)” 
…
“Exclusion of Activities: 101(b)
    It is suggested that consideration be given to whether the language in 101(b) should be modified to state that 
something like “Activities in which the only involvement will be in one or more of the categories in paragraphs . .
. of this section are excluded from the requirements of this policy. No procedural, recordkeeping, or other 
requirements of this policy apply to the activities other than the conditions specified for the relevant category or 
categories.”(or something similar) to indicate that the activity is confined to the defined category (similar to the 
wording in 104).
    There is concern regarding researchers making a determination of an exclusion, particularly for categories that 
constitute human subject research 101(b)(2) and 101(b)(3). ...”
…
“Exclusion of Activities Deemed Not Research: 101(b)(1) 
    Overall, it is recommended that these provisions be moved; the suggestion is to move the provisions to 102(l), 
within the definition of research. For each of these provisions, it is also suggested that terms be defined or 
examples provided for clarity. Suggestions are provided below:
…
 Criminal Justice Activities 101(b)(1)(iii): Include examples of (1) what activities are authorized by law (e.g. 

federal, state, local) or (2) court order solely for criminal justice or criminal investigative purposes. Examples 
would be helpful as some research activities may overlap with these type of activities (e.g. data collection 
required by court order but also may be used for separate research purpose).
…
  Intelligence Surveillance Activities 101(b)(1)(vi): Define “for authorized purpose” and “other national security

purposes.”
-------------------- 

1782 ; Comment by Santi Becker;  Comment is unclear about the overall specific focus of the Comment, which 
repeatedly says “KKK and Nazi Criminals” apparently referring to some alleged wrongdoing or alleged 
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subversion [of government integrity] related activities.  Notwithstanding, comment also includes much of EFF 
blog article [web link], and EFF text linked to from the blog article, which mention the NPRM Intelligence 
Surveillance proposal as follows:  [ Note: Comment 0632 (of Robin Baker) submitted much of  the EFF blog 
article as his/her Public Comment. ] [Note: this Comment [1782] reversed the order of the last 2 'named sections' 
of the EFF blog articles.]

“The Intelligence Surveillance Activities Loophole
   Lastly, HHS proposes absolute ethics-review exemptions for “intelligence surveillance activities.” This would 
exempt actions “conducted to fulfill a department or agency’s legal mandate to ensure the safety and protection of
the United States, its people, and its national security interests.” The government is professing to fence DHS and 
the CIA in through E.O. 12333, but they’re actually building in a gaping breach for them to stroll right back out 
through.”
…
“The  Common Rule, also known as the "Federal Policy for the Protection of Human Subjects," is supposed to 
affirmatively protect us from the abuses of the future. However, the proposed regulation is lousy with loopholes, 
including ones that could exempt tracking online behavior and experiments related to intelligence activities.”  
[Note: this last paragraph was among the introductory paragraphs in the EFF blog article.]   
--------- 

1801 ; [ Comment of: Giovanni Pellacani;] [brief, text box only];  Not concerning proposed exclusion.
Uses word “intelligence”  in different context [ “using a bit of intelligence, in the world of information”
]
--------------

1902 ; Comment of: Dean Gallant; mentions “Intelligence Surveillance” activities only within a list of proposed 
Exclusions, and comments of the proposal of Exclusions, as follows:
    “Exclusions
    The NPRM complicates, rather than clarifying, the boundaries between activities that meet the regulatory 
definition of “research” and those that do not by creating a new concept, “deemed not research,” that includes 
both research activities (under the existing definition) and non-research activities. The SACHRP subcommittees 
struggled to parse these distinctions and eventually reached consensus as much by fatigue as by agreement. Many
of these exclusions that would be “deemed not research”—specifically, most (but not all) activities described in 
§___.101(b)(1), namely, program improvement, oral history, journalism, biography, historical scholarship, 
criminal justice activities, QA/QI, public health surveillance, and intelligence surveillance—do not meet the 
current definition of research involving human subjects.  Some do.  Clarification of the applicability of the 
Common Rule to these activities should be provided in guidance, not in regulation.   

   [ The Comment is by “Assistant Dean for Research Policy and Administration (retired) Harvard University, 
Faculty of Arts and Sciences”, and the cover text to the Comment includes:  
    “As a member of the SACHRP Subcommittee on Harmonization, I endorse the comments submitted by 
SACHRP following their December 2015 meeting, in particular the comments regarding research involving 
biospecimens, broad consent, and mandated single IRB review, and will not repeat them here. I wish to add my 
own personal comments, and responses to some of the questions posed in the NPRM, informed by my experience
in the field of human subjects protection and the IRB system since the late 1970s.” ]
-----------

1932: Comment of Electronic Frontier Foundation [EFF]; Submitted by Lee Tien; Specificially comments in 
considerable detail on “Intelligence Surveillance” proposed exclusion, as part of their Public Comment of about 
10 to 13 topics or subtopics.;
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    “Questions 28 asks for public comment on “whether an investigator would be able to contrive his or her 
responses to the automated exemption decision tool in order to receive a desired result i.e., an exempt 
determination, even if it does not accurately reflect the research activities.”   If the tool does anything but approve
the most obvious cases, the answer is yes. The only way to catch those who will “contrive his or her responses” is
to build review by humans into the system in all but the most obvious cases. The NPRM should reflect this 
preference, and state clearly that the automated system will only be useful for screening out the easy cases.

    Even if not all of these decisions are reviewed, HHS should designate some subsets that definitely are 
reviewed. For example, we believe that the proposed Rule should contain an explicit guarantee that a person 
makes the following in-or-out decisions on a record that permits meaningful review (some of which are discussed
in more detail in IV.A and IV.B infra):
      • Whether an activity is epidemiological research or a public health surveillance activity. See 80 FR 53949.
      • What are “related analyses” under the Intelligence Surveillance Activity exception. See 80 FR 53950.
      • Whether a particular proposed activity falls is one of the permitted “related analyses” in this Intelligence 
Surveillance Activity exception. See id.

     For all but the easiest cases, even if HHS drafts a uniquely comprehensive and thoughtful tool for eliciting 
responses, there will be ways of describing research that evade any automated tool detection. Language is 
fungible. Cases based solely on the interpretation of statutory or regulatory language routinely go through 
administrative review and two lower levels of Article III courts before they land at the supreme court and elicit 
sharply divided decisions. Cf. Nat. Fed. of Indep. Bus. v. Sebelius, 132 S. Ct. 2566 (2012) (determining that 
individual mandate was a “tax” under the Constitution, but was not a “tax” under the Anti-Injunction Act). An 
individual investigator reviewing an online automated form will have the opportunity to respond to even the best 
formulated questions with answers that are not false, but which will evade revealing the relevant information that 
would trigger review.  

     Therefore, as for Question 33, the proposed audit requirement would be a necessary but insufficient 
component of a review process that adequately reflects the balance required by the Belmont Report. 80 FR 53957.

A. Intelligence Surveillance Activity Exemption
    One of the more problematic exemption-decisions will be about whether an activity is an intelligence 
surveillance activity under §____.101(b)(1)(vi). Oddly, the NPRM does not seek public comment addressing this 
particular exemption. See 80 FR 53950.
    This determination should be subjected to a particularly stringent review process because of these 
agencies’ long histories abusing human subjects through creative interpretation of their mandates. See 
Project MKULTRA, The CIA’s Program of Research in Behavioral Modification: Joint Hearing of Select Comm. 
on Intelligence and Subcomm. on Health and Sci. Research of S. Comm. on Human Resources, 96th Cong. 69-72
(1977) (Appendix A), http://www.nytimes.com/packages/pdf/national/13inmate_ProjectMKULTRA.pdf ; see also
Memorandum from John C. Yoo, Office of Legal Counsel, U.S. Dep’t of Justice to William J. Haynes II, General 
Counsel of the Department of Defense, Re: Military Interrogation of Alien Unlawful Combatants Held Outside 
the United States, (Mar. 14, 2003), https://www.aclu.org/files/pdfs/safefree/yoo_army_torture_memo.pdf. 

     As a preliminary concern, the NPRM claims to be “codify[ing] the current interpretation of the Common 
Rule.” 80 FR 53950. It is unclear to us what authority supports this claim. This was not apparent from the 
ANPRM, and is not identified in the NPRM. Second, if HHS believes that this authority justifies the exemption, it
should identify the reasoning it found persuasive when deciding to codify the existing interpretation. At present, it
is doubtful that this claim is supported by the record.

    The NPRM includes “surveillance activities and related analyses” in the exemption, and HHS should offer 
more guidance as to what the undefined “surveillance activities” refers to, and what “related analyses” will 

https://www.aclu.org/files/pdfs/safefree/yoo_army_torture_memo.pdf
http://www.nytimes.com/packages/pdf/national/13inmate_ProjectMKULTRA.pdf
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qualify for this proposed exemption. They apparently must be “related” to “surveillance activities,” but this 
offers practically no limitation to an intelligence community with a history of expansively interpreting 
limited exemptions.  There should be a discussion, a representative list, or at a minimum a modifier added here  
to give future courts or administrative law judges some sort of applicable standards to apply if a dispute arises.

    In addition, the NPRM should clarify that the exemption only applies to biospecimen analysis if the 
biospecimen was collected for that particular use, and by a “defense, national security, or homeland security 
authority solely for authorized intelligence, homeland security, defense, or other national security purposes.” 80 
FR 53950. As presently written, the language appears to potentially allow for the “use” of a biospecimen that was 
“collected” by a different agency, “collected” for a different purpose, or both.

     This is especially problematic given that HIPAA’s national security exception currently permits doctors, 
hospitals, and any other "covered entity" to disclose individual health information "to authorized federal officials 
for the conduct of lawful intelligence, counter-intelligence, and other national security activities authorized by the
National Security Act" without patient authorization. 45 C.F.R. § 164.512(k)(2); see 
https://www.eff.org/issues/national-security-and-medical-information .

     HHS should clarify that the NPRM language only allows for an exemption if a listed agency collected and 
used the biospecimen for a specific covered purpose, or for multiple purposes defined ex ante the collection. It 
would be perverse indeed for the updated Common Rule to quietly facilitate the creation or expansion of a 
permanent intelligence community biospecimen bank.    
----------

1978 ; Comment of CHOP, Children's Hospital of Philadelphia; submitted by Matthew Hodgson;
Comment only mentions specifically “Intelligence Surveillance” activities, as an example category, concerning 
exclusions procedures.  Additionally, the Comment discusses the exclusions determination process. 
   Mention of “Intelligence Surveillance”:
    “Recommendations:  ...
     Only activities that constitute human subjects research should be included in the regulations. NPRM at 
§__.101(b)(1) should focus only on human subjects research activities and outline which of those will be 
excluded from the regulations (e.g., Public Health Surveillance and Intelligence Surveillance Activities, if 
research) as opposed to activities such as QI that do not meet the definition of research. …

    Comment's wider section concerning Exclusion Determination, and the concluding with the above section:
“       Self-Determinations of Exclusions and Exemptions
    The NPRM includes questions regarding whether it is reasonable to rely on investigators to make self-
determinations. Many institutions have found that institutional determinations regarding applicability of the 
Common Rule to a particular activity are often more accurate and consistent than determinations made by 
individual investigators. At CHOP, the IRB makes exempt determinations, a process that takes one or two days. In
our experience, submissions for exemption often involve research that is either not exempt, requires modification 
to become exempt or does not meet the definition of research or human subjects research. Relying on the IRB to 
make the determination has increased efficiency and protections for human subjects.
Furthermore, the NPRM does not provide sufficient information on the tools that would be developed to assist 
investigators in making determinations about the applicability of the Common Rule to their activities.
       The NPRM provides as follows: “Unless otherwise required by law, exemption determinations shall be 
made by an individual who is knowledgeable about the exemption categories and who has access to sufficient 
information to make an informed and reasonable determination, or by the investigator or another individual at 
the institution who enters accurate information about the proposed research into the decision tool, which will 
provide a determination as to whether the study is exempt. If the decision tool is used, further assessment or 
evaluation of the exemption determination is not required.”(NPRM at §__.104(c)).   At many institutions, the IRB

https://www.eff.org/issues/national-security-and-medical-information
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is the primary entity that collects information about human subject research activities. If investigators were to 
make their own determinations, unbeknownst to the IRB and the institution, how would the institution even know
the activity is ongoing?      If institutions delegate the exempt determination to individual investigators, 
institutions will need to develop programs for verifying the accuracy of the investigators’ completion of and 
compliance with the tools that will be developed. This would shift the burden from before the research starts to 
after commencement of  the research, but this does not reduce the burden on the institution.

        The NPRM also provides as follows: “An institution or, when appropriate, the IRB, must maintain records 
of exemption determinations made for research subject to the requirements of this policy for which the institution 
or IRB exercises oversight responsibility. These records must include, at a minimum, the name of the research 
study, the name of the investigator, and the exemption category applied to the research study. Maintenance of the 
completed decision tool shall be considered to fulfill this recordkeeping requirement.” (NPRM at §__.104(c)).

     Many IRBs at academic institutions have developed electronic systems to track research submissions and 
regulatory determinations. Even though the investigator will not need to receive a determination from the IRB, 
the investigator will need to submit sufficient information to meet this tracking requirement. The costs associated 
with editing electronic applications to accommodate new tracking requirements and submission types would be 
substantial and are not at all accounted for in the NPRM’s budget analysis.

Recommendations
    Below are some proposals on how the Common Rule could be amended to make the proposed regulations more
effective in protecting research subjects and decreasing administrative burden, delay and ambiguity.
      Only activities that constitute human subjects research should be included in the regulations. NPRM at 
§__.101(b)(1) should focus only on human subjects research activities and outline which of those will be 
excluded from the regulations (e.g., Public Health Surveillance and Intelligence Surveillance Activities, if 
research) as opposed to activities such as QI that do not meet the definition of research. Examples and tools to aid
IRBs in decision making on whether an activity meets the definition of research should be included in guidance 
documents. ...”
-------

2015 ; [Comment of: Privacy Tools for Sharing Research Data project; Submitted by: Alexandra Wood;]  Not 
concerning proposal exclusion.  
Uses word “intelligence”  in different context [ “personality traits, intelligence, happiness” ];
----------

2023 ; Comment of West Virginia University; Comment of itself does not mention proposed Exclusion.
    [ The only mention of the “Intelligence Surveillance” exclusion is within Appendix 3 of 3 of the Comment.  
The 3 Appendices were apparently included because “In a number of cases we draw from the early publicly-
available responses [[included in their entirety as Appendices]] of three different organizations that had similar 
opinions to our own in particular areas. …  When referred to, we cite the report and page number where 
applicable.”. 
       Appendix 3 of 3 is from a draft version of comment 0582 [of AAU and APLU], with both the draft version 
and Comment 0582 containing the same text as regards “intelligence surveillance activities”. ] 
----------

2093, Comment of The WIRB-Copernicus Group; submitted by David Borasky; 
     Comment only specifically mentions exclusions in giving assent to it, with similar brevity as “justice 
activities” exclusion, and provides some at length comments related to the NPRM-Questions related  to 
Exclusions in general;
   [Comment to NPRM Question 8:]  …
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   The parameters are clear and appropriate for the Criminal Justice Activities exclusion.   …
   The parameters for Intelligence Surveillance Activities are clear and appropriate.

   [Comment to NPRM Question 10:]
   Notice is not currently required, and there have not been criticism or public scandals as a result.

   [Comment to NPRM Question 11:]   
   Self-determination of exemptions presents a very large opportunity to reduce regulatory burden and enhance 
protection of human subjects. However, our experience is that researchers make inappropriate self-
determinations, usually unintentionally. There are several areas where researchers commonly make errors due to 
incorrect interpretation of the proposed regulatory language. These errors are not unique to researchers; they are 
often seen while training new IRB members and chairs. Researchers often interpret the current exemption 
category #2 to include research where the only means of data collection is a survey/interview, but the research 
includes an intervention for research purposes. Researchers often interpret “information obtained is recorded in 
such a manner that human subjects cannot be identified” to apply when information temporarily recorded in an 
identified fashion, but the identifiers are stripped after the research is complete. Investigators often consider 
“identifiers linked to the subjects” to exclude coding systems known only to the investigator. Researchers often 
underplay the probability and magnitude of “criminal or civil liability” and “damage to financial standing, 
employability, or reputation.” Finally, when research is exempt from the Common Rule, investigators often miss 
that their research is FDA-regulated and requires IRB review. (Most HHS exempt research that is FDA regulated 
involves chart reviews with submission of results to FDA or evaluations of devices with on-the-shelf specimens 
associated with identifiers.) If researchers are allowed to self-determine their research as exempt, it is likely that 
research will take place which otherwise requires IRB review. This likelihood should be minimized and needs to 
be weighed against the benefits of reduced administrative burden.
    The proposal for federal departments and agencies to create a Web-based decision tool has the potential to 
minimize the risk of an incorrect exemption determination. Such a tool can greatly reduce institutional burden. 
However, with any automated decision tool, the reality is that some questions will be answered incorrectly. In 
some cases, researchers will provide inaccurate information. In others, researchers will provide incorrect answers 
due to honest misunderstandings.
    Institutions can take action when the investigator provides misleading or incomplete information. This situation
is no different than when IRBs make exempt determinations. The institution relies on the information provided by
the investigator and should take corrective action when a researcher provides misleading or incomplete 
information. In our experience, this is infrequent. It is inevitable that researchers will misunderstand a question 
posed by the tool and provide inaccurate information they believe is accurate based on their understanding of the 
question. If federal departments and agencies hold the institution responsible in these cases, institutions are 
unlikely to rely on the tool and the value of the tool to minimize burden is largely lost. If instead of holding the 
institution responsible, federal departments and agencies look at these misunderstandings as an opportunity to 
continuously improve the tool, then the tool is much more likely to be accepted by institutions.
    It would be preferable to require that someone other than the investigator make the determination  in 
order to ensure that the research does in fact fit the criteria of the exclusion without applying the other 
requirements under the revised exemptions. 
-----------------------------------------------------------------------------
-----------------------------------------------------------------------------
-----------------------------------------------------------------------------

   In addition to the above Non-Victim ['Non-TI'] Comments, the following Non-Victim Comments refrain from 
mentioning the word “intelligence”, but refer to the proposal by proposal number or by other reference:

0724; Comment by APA (American Psychological Association); refers to Exclusion by number in one instance, 
and mentions the list of exclusions of which the proposed exclusion apparently can be inferred as being subsumed
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into by use of the word 'etc.':
     “(i) Categories of activities excluded from the policy
     Although APA is supportive of the proposal to expand the list of types of research activities that do not need to 
meet the requirements of the Common Rule, we believe that the addition of the new category of "exclusions" 
alongside the old and new exemptions is confusing. Only those activities that do not meet the definition of 
“research with human participants” (program improvement, quality assurance/quality improvement, public health 
surveillance, biographies, etc.) should be explicitly excluded from the requirements of the Common Rule.” ...
…  “In summary, our suggestion would be to retain §___.101(b)(1)(i) and (iii)-(vi) as well as §___.101(b)(2)(iii) 
and §___.101(b)(3) as exclusions.” …
       Conclusion     
       … “We believe that many of the proposed revisions do indeed have the potential to reduce burdens on 
institutions, IRBs, and investigators, without compromising protections for human participants in research.  These
include the explicit exclusion of activities deemed not to be research, …”  
       … “Many, if not most, of these proposals, however, have yet to be fully developed and vetted with the 
research community, and as such, APA does not believe that the NPRM can be the penultimate step before a final 
rule is issued by the agencies that are signatories to the Common Rule.” …
       [  Note: this Comment ought to be considered with an  “*” [asterisk], regarding the “Intelligence 
Surveillance Activities” proposal, because APA  was the subject of  a widely Publicized Public Scandal:     
           -  which reported upon APA (former APA officials') involvement in Torture related Prisoner Interrogations, 
and reported APA maintaining weakened policies for member behavior to satisfy Pentagon preferences; and,
           -  which reported upon APA organizational upheaval within the APA in response to it. 
        http://www.nytimes.com/2015/07/11/us/psychologists-shielded-us-torture-program-report-finds.html  ;
        http://www.theguardian.com/us-news/2015/jul/14/apa-senior-officials-torture-report-cia  [ article title: 
“Three senior officials lose their jobs at APA after US torture scandal”, sub-title: “American Psychological 
Association framed the departures of its chief executive officer, deputy CEO and communications chief as 
‘retirements’ and resignations”;
       http://www.nytimes.com/2015/08/08/us/politics/psychologists-approve-ban-on-role-in-national-security-
interrogations.html  ;
          Therefore, the Public might reasonably expect that the APA would have voiced concern, or at least 
acknowledged, that U.S. Defense and Intelligence activities not only have a questionable history of non-
consensual human experimentation, but even relatively recently U.S. Defense and Intelligence have shown their 
capacity to fail to be proactive in applying human subjects protections.
          Note: Besides from the Public Scandal involving questions of adherence to Ethics, and peripheral or closer 
involvement in U.S. Government torture - which are sufficient for this 'asterisk' -, part of the Public Scandal did 
in fact concern the human testing of Interrogation Techniques (as in fact is mentioned in filed Public Comment 
0559 (of CIRCARE) ).  
        ]

-----------------------------------------------------------------------------

Also: [Not a Comment on the “Intelligence Surveillance” Proposal itself, but just comments on the 'language':

1918 , Comment by Thomas A. Becket, refers to the Exclusion, but omits the word Intelligence:
[ also, 2181, identical? File-Attachment Comment, but with no textbox 'comment-summary', by Thomas A. 
Becket, submitters name spelled as: “Beckert”, is clearly “Becket” in file-attachment;]

“Regulatory Comment C.4.  The proposed exclusion for “surveys, interviews, surveillance activities and related 
analyses” for national defense and related purposes is written with so many alphabetic cross references [sic.; 
apparently referring to 'and, or and, or, , , or' language?] as to be virtually unintelligible to a lay reader. It should 
be written in clear English, with all regulatory section cross-references made parenthetical. There are other places 

http://www.nytimes.com/2015/08/08/us/politics/psychologists-approve-ban-on-role-in-national-security-interrogations.html
http://www.nytimes.com/2015/08/08/us/politics/psychologists-approve-ban-on-role-in-national-security-interrogations.html
http://www.theguardian.com/us-news/2015/jul/14/apa-senior-officials-torture-report-cia
http://www.nytimes.com/2015/07/11/us/psychologists-shielded-us-torture-program-report-finds.html
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in the regulatory text (and in the Paperwork Reduction section)  where regulatory references should be stated in 
English. Without such changes, this rule violates the President’s transparency directives.”
---------------- 

   Counts regarding the above “Intelligence” related non-Victim Comments:
There were 15 Non-Victim Comments total that specifically selected out the “Intelligence Surveillance Activities”
Exclusion proposal, either with detailed mention of the proposed Exclusion 
 (7 Comments: CIRCARE (Citizens for Responsible Care and Research)  [0559] [includes detailed objection to 
this Exclusion], Robin Baker [0632 ; submitted EFF blog article as her/his comment, objecting to the proposal], 
RAND Corporation [1390, yet their suggestions responsive to this Exclusion proposal itself is relatively brief];  
Jeffrey  Kaye [1745, detailed objection to this Exclusion proposal ]; Electronic Frontier Foundation (EFF) [1932, 
detailed mention and objection to proposal]; Santi Becker (submission of text from same EFF blog article as 
Robin Baker [0632] ), or, with brief mention of the proposed Exclusion
(8 Comments: Ohio University [0183, selects out Exclusion in structuring response, although no 'dedicated' 
discussion of this Exclusion by itself]; SACHRP ([HHS] Secretary's Advisory Committee on Human Research 
Protections) [0570, brief dedicated comment on Exclusion]; AAU  and APLU,  Associations of American, and 
Public Land-grant Universities [0582,  brief dedicated comment on Exclusion ]; State of Utah, Department of 
Human Services, IRB [0602, inserts this Exclusion proposal specifically, in its answering in sequence the NPRM 
numbered questions]; East Carolina University [1764, 2 word specific response, “no changes” in response to 
proposed Exclusion]; Michigan State University [1779, 9 word specific response, “Define “for authorized 
purpose” and “other national security purposes.” ”]; CHOP (Children's Hospital of Philadelphia) [1978, brief 
specific mention of this Exclusion, as part of a 2 item example, in commenting on the Exclusions proposal]; 
WIRB-Copernicus Group (2093, brief specific mention giving assent to this Exclusion, “The parameters for 
Intelligence Surveillance Activities are clear and appropriate.”).

The Public Comment by Efthimios Parasidis [1377], while not responsive to specific NPRM proposals, mentions 
U.S. Intelligence related issues in his presenting the need for special Human Subject Protections for military 
service members.

   The remainder of the Comments above mentioned the “Intelligence Surveillance” proposed Exclusion as part of
a list of other Exclusions, and do not 'select out' this proposal.  Many of these Comments respond to some or 
many of the NPRM questions  9, 10, 11, 12, 13, [14,] 15, which concern a set of multiple Exclusions in general, 
of which Intelligence Surveillance is one.  [ Comments: 0411, 0606, 0956, 1129, 1320, 1360, 1685, 1902; and 
additionally Comment 0724 [APA] which refused to use the word “Intelligence”, but refers to the proposed 
Exclusion, as part of a list of Exclusions, by the word “etc.” and later restates that list using NPRM subpart 
numbers for the Exclusions. ]
   [  Comment 1918 [and 2181, by same author, with same file attachment], is not a Comment on the proposal 
itself, but instead apparently questions its English grammar. ]
   [  Lastly: Comment 2023 does not mention “Intelligence” itself;  Its only mention of the“Intelligence 
Surveillance” exclusion is within its Appendix 3 of 3, but which was included for some of its other contents.
      And, Non-Victim/Non-'TI' Comments using the word intelligence in a different context are: 0499, 0869, 1321,
1763, 1801, 2015; ]
----------------------------------------------- 
-----------------------------------------------

    Additionally, because the Victims of Ongoing Non-Consensual Classified Research are part of a larger general 
conceptual category of “Non-Consensual Human Research”, this Stakeholders Summary of NPRM Public 
Comment additionally reports upon non-Victim (non-'TI') NPRM Public Comments which mention notorious 
Non-Consensual Human Experimentation:
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    “Nuremberg”  Experiments:  [which were not U.S. Experiments, but it was mainly the U.S. which developed 
the Nuremberg Code:]
    13 Comments contain the word “Nuremberg”, 3 of which were victim/'TI' related comments.  The Comments 
below are only those of the remaining 10 which mention, or refer to, the Nazi Experiments which were judged 
upon at the Nuremberg trials;  the others only refer to the Nuremberg Code.

    0419 ; Comment by: Alexandra Franco, J.D. (2015, Institute for Science, Law and Technology [of] IIT's 
[Illinois Institute of Technology] Chicago-Kent College of Law )
    [ Comment does not explicitly mention any NPRM proposed Exclusions. ]
     “The rule of informed consent, its underlying principle of respecting people’s autonomous decision-making 
power and right to refuse to participate in research come from the troubled past of human subject experimentation
of which the Nazi experiments are one of its most harrowing episodes.  In fact, the Common Rule derives its 
principles from the Nuremberg Code, which resulted from the Nuremberg Trials.  The Nuremberg Code states 
from the get-go: “the voluntary consent of the human subject is absolutely essential.  It is not hard to understand 
why it would be; the Nazi experiments were forcibly performed on subjects who did not have any ability to 
escape the atrocities that were being done to them in the name of research.  The Nuremberg Trials that followed 
the end of the Nazi Holocaust set in writing what the essential elements of ethical research should be to prevent 
such atrocities from happening again.
    … While the Common Rule is denounced as “cumbersome and outdated” in light of the changes in research 
technology,  we must take into consideration that the same flaws in human nature which prompted the 
creation of the Nuremberg Code remain unchanged. Therefore, the public’s desire for control over their 
own body as well as the data and samples deriving therefrom,  should be the departing point of any 
changes to the Common Rule. People should be able to give full informed consent before researchers can use 
their data or biological samples for research purposes.  Researchers are not entitled to conduct research; 
research is a privilege which the medical and scientific community enjoys as a result of people’s desire to 
willingly, intentionally and knowingly, give a little part of themselves for the betterment of mankind.
]
--------------------

  1141:  Comment of  William A. Brant, P.E., J.D.;  [Comment does not explicitly mention NPRM Exclusions. ]
    “I am reminded of an August 15, 1997, article in the Annals of Internal Medicine (Vol. 127, No. 4) by Edmund 
D. Pellegrino, M.D. that I believe is applicable to my comments here.
      Nearly 70 years ago now, we learned of the moral depravity of the 20 Nazi physicians who were tried and 
convicted at Nuremberg for their part in human experiments at Auschwitz. The moral lessons learned seem 
obvious today and the crime so heinous that it seems silly to revisit now. Surely, those crimes and shear lack of 
morality could never happen again.
      However, this is a dangerous conclusion writes Dr. Pellegrino and I agree. Moral lessons are quickly and 
easily forgotten. Medical ethics is more fragile than we think and is on a slippery slope. Moral reasoning based 
on defective premises tends to recur in new settings. Nazi physicians believed they were doing the right thing 
when they performed their experiments on humans.
     The first guiding principle of the Nuremberg Code mandated, "The voluntary consent of the human subject is 
absolutely essential." 
     We are slipping away from the lessons learned from the Nuremberg trials. We are failing to respect the 
absoluteness of truly informed consent to strengthen regulatory mechanisms regarding research involving 
humans. Informed consent is the very bedrock of human rights. Truly informed consent is complete disclosure of
every aspect and use of any biospecimen taken from a human. Anything less than truly informed consent violates 
what we learned from Nuremberg and basic human rights and dignity.
    The proposed new rules should reflect truly informed consent.”
----------------- 
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    1725: Comment from Walter Reed Army Institute of Research (WRAIR), Silver Spring, MD; Submitted by: 
Jody Ference ; [ Mentions a few of the exclusions, but not the “Intelligence Surveillance Activities” proposed 
exclusion.  Does not directly mention general exclusions issues, such as Notice, or Determination; ]
     Comment “represents the compiled comments of many researchers, administrators, etc..” 
     mentions Nuremberg (partly  referring to the experiments as follows): 
    [part  of comment part of 'JG':] 
    “* it is important to hold fast to foundations that--like [the 1947] Nuremberg [Code], [the 1979] Belmont 
[Report] and [the 1964] Helsinki [Declaration] -- are borne out of and are in response to systemic failures, and 
can bring us to revisit those touchstones;”.
-----------

   2070: Comment of Dr. Lawrence R. Stark, Associate Professor, IRB Chairperson, Marshall B. Ketchum 
University, Fullerton CA 9283;
   Mentions Nuremberg experiments, and in one instance Tuskegee, but does not specifically mention them with 
reference to informed consent.   [Comment mainly focuses on the definition of research.]  [Comment mentions 
the NPRM proposing Exclusions; makes no mention of Notice issue; gives some comment about self-
determination of exclusions, by investigators, issue. ]
----------------

   2178: Comment of: Matthew Ryan McCormick, a law student at the University of Missouri School of Law.
   Mentions Nuremberg Trials and Nuremberg Code, and Tuskegee Experiment, in giving a brief history of 
informed consent;   [ Comment focuses on improving informed consent.]  [Comment does not mention 
Exclusions proposed by the NPRM;]
-------------- 

    Tuskegee:   21 Comments contain the word “Tuskegee” (or 1 Tuskeegee) in context of Tuskegee Experiments 
[2 others were from Tuskegee, Alabama located institutions]; 4 of which were victim/'TI' related comments (1 of 
which from a 'TI-Spouse').   Not surprisingly, although the Tuskegee Experiments (intentional non treatment of 
syphilis) were a horrible ethical violation (and human rights violation - for doctors to knowingly withhold 
available treatment from their patients), the 'Tuskegee' Comments do not speak to the main areas of  'TI'/Victims 
concerns at this NPRM (such as: informed consent; Exclusion of actual human research;  military and intelligence
(and Criminal Justice) human research related concerns).

     Guatemala Experiments: 4 NPRM Comments mention “Guatemala” Experiments, 1 of which was victim/'TI'
related.  The “Guatemala Experiments” [intentional infection of soldiers, prisoners, and mental patients, with 
STDs (3 sexually transmitted diseases: syphilis, gonorrhea, and chancroid), and mainly studied the use of 
Penicillin to prevent or treat those diseases].   Subjects were infected without their consent.  Requiring 
informed consent with no exceptions possible, for all interventional human research (including Classified Human 
Research), and for many forms of non-interventional data collecting human research, are among the human 
subjects concerns of 'TI'/Victims Stakeholders. 
 
    0640; Comment by Anonymous Anonymous; 
   “Ethical review contributes to the value of research;  excluding research from review will undermine public 
trust and assumes that scientific inquiry has a history of ethical behavior. Tuskegee, Guatemala and others shows 
that it does not and that left in the hands of scientists, biased decisions occur resulting in the most vulnerable 
being exploited again and again. IRBs offer some public scrutiny and some small level of trust-building.”
    2091 ; Comment by Michael A. Rodriguez, MD, MPH, Professor and Vice Chair of Research, David Geffen 
School of Medicine (UCLA); mentions Guatemala experiments and quotes from the informed consent 
requirement of the Nuremberg Code;
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    “1. The content of the Common Rule must be strengthened to recognize that voluntary and informed 
consent of the human subject is absolutely essential.
       [“]The voluntary consent of the human subject is absolutely essential[.”] under the Nuremberg Code “and 
[This means that the person involved] should have legal capacity to give consent; should be so situated as to be 
able to exercise free power of choice, without the intervention of any element of force, fraud, deceit, duress, over-
reaching, or other ulterior form of constraint or coercion; and should have sufficient knowledge and 
comprehension of the elements of the subject matter involved, as to enable him to make an understanding and 
enlightened decision. ...”.  Informed consent should be culturally and linguistically appropriate as well.”
    … [at 3.] “cases of human rights violation and unethical dealings of research conducted both abroad and in US,
should include financial and emotional compensation for the subjects involved.”
    2097 ; Comment of Latino Coalition for a Healthy California, Henry Dahl, and The City Project, submitted by 
Robert García, Founding Director and Counsel, The City Project. 
    “[Commenter] submits these public comments to revise the Common Rule by incorporating lessons learned 
from the US STD  experiments in Guatemala in order to modernize, strengthen, and make more effective the 
Federal Policy for the Protection of Human Subjects. LCHC serves as the leading voice for Latino health in 
California .. . Henry Dahl is an attorney with experience in international law and human rights.
     The City Project represents the Catholic Archdiocese of Guatemala in the petition before the International 
Human Rights Commission against the US and Guatemala for crimes against humanity and human rights 
violations in the STD experiments.” 
    [ Comment urges,  among its 5 numbered topics: 
     “1. The Common Rule must explicitly recognize that nonconsensual human medical experiments violate 
domestic and international laws.” … 
     “2. The content of the Common Rule must be strengthened to recognize that voluntary consent of the human 
subject is absolutely essential.” …
    ] 
-------------------------  


