
May 19, 2016

From:  Karla Smith

To:  Secretary's Advisory Committee for Human Research Protections

Subject:  Public Comment for May 18-19, 2016 SACHRP Meeting

I would like to thank the Secretary's Advisory Committee for Human Research 
Protections (SACHRP) for accepting public input.  

The published agenda for this meeting includes an OHRP-presented summary of 
public comments received on the proposed changes (NPRM) to the Federal Policy for
the Protection of Human Subjects subpart A (the Common Rule). 

We have prepared a preliminary Stakeholders Summary of the Public Comments, 
representing the victims of ongoing Non-Consensual Human Research / 
Experimentation, plausibly related to the testing of Classified Intelligence 
Surveillance technologies and/or methods including Remote Weapons testing, 
Neurotechnologies and other technologies.

Prior to the September 2011 Advance Notice of Proposed Rulemaking (ANPRM) over 
300 victims of on-going non-consensul research wished to offer comment to the 
Presidential Commission for the Study of Bioethics Issues (PCSBI) meeting of May 
18-19,  2011.  Due to overwhelming response only 19 victims were allowed to 
testify, however statements were submitted by victims to the PCSBI.  After receiving
a letter from PCSBI date July 27, 2011 stating that “the Commission is not 
investigating or reviewing any concerns or complaints concerning claims about 
targeted individuals” many victims gave up on the Commission.

The September 2011 ANPRM did not discuss or propose an Intelligence Surveillance 
Activities exclusion, however there were approximately 18-20 public comments to 
the ANPRM which epxressed concerns plausibly related to non-consensual hi-tech 
and/or military or intelligence or classified human research/experimentation.

In December 2011 the Preseidential Commission for the Study of Bioethical Issues 
(PCSBI) published MORAL SCIENCE Protecting Participants in Human Subjects Research.  On 
page 172 of the updated June 2012 version endnote 10 states “... Letter from V. Sue 
Bromley, Associate Deputy Director, Central Intelligence Agency to Amy Gutmann, 
Ph.D., Chair, Presidential Commission for the Study of Bioethical Issues. (November 
15, 2011). The CIA confirmed that all CIA-sponsored human subjects research is 
conducted in the United States – not abroad...'  On page 142 of Moral Science it 
states “The CIA did not submit project-level data to the Commission’s database 
because these data are confidential (although not classified).”

On page 142 and 143 of the 2012 version of Moral Science reported that the 
Department of Defense (DOD) enaged in 2,107 extramural projects and 4,977 
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intramural projects. In our comments to the NPRM we documented that waivers for 
informed consent are permissible under certain conditions in both DOD regulation 
5240.1-R and DOD Instruction 3216.02.

The ANPRM was followed by a Notice of Proposed Rulemaking (NPRM) in September 
2015. Though no comments to the ANPRM were found proposing or discussing an 
Intelligence Surveillance Activities exclusion the NPRM contained a proposal to 
exclude unspecified Intelligence Surveillance Activities (NPRM at § __.101(b)(1)(vi)).  
These activities include defense or national security-related activities. 

At the December 2015 SACHRP meeting SACHRP noted that there is public concern 
about the Intelligence Surveillance proposed exclsion but stated that they do not 
have the expertise to provide commentary.  SACHRP encouraged additional public 
justification for and description of this exclusion.

Our preliminary Stakeholder Summary summarizes 2 Categories of Public Comments
during the NPRM comment period (deadline January 6, 2016):

1. Public Comments which mention or are related to the Intelligence Surveillance 
Activities proposed Exclusion.

2. Public Comments from victims of ongoing Non-Consensual Human Research / 
Experimentation.

In the 1st Category, we found 85 Public Comments which mentioned “Intelligence”;  
a subset of 57 were found that specifically mentioned “Intelligence Surveillance”.  Of
the 85 there were approximately 30-32 Non-Victim Comments which mentioned 
Intelligence” or “Intelligence Surveillance” of which half specifically addressed the 
“Intelligence Surveillance Activities” exclusion.  

There were few substantive non-victim public comments regarding the Intelligence 
Surveillance Activities Exclusion.  Notably, we did not find any comments that 
offered the perspective of a current or former Government person or entity who 
explained specifically why the proposed exclusion would be helpful as a future 
government policy.

A noteable comment from Rand Corporation stated “This is another instance where 
clarification is needed as to the scope of the proposed exclusion. RAND is a 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”
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Please note that the numbers and summary presented here are preliminary.

In our analysis of public comments, we found approximately 62-67 comments from 
victims of on-going non-consensual research/experimentation; they submitted 
approximately 87 total comments.  Please note there were approximately 69-74 
possible victims (includes 3 probable victims and 4 possible victims), who submitted 
comments to the NPRM.  Also, please note that an additional 15 comments were 
found from victims who submitted comments during the ANPRM in 2011 who did not
submit comments to the NPRM.

In Summary there were approximately 62-67 victims who commented during the 
NPRM and 77 – 82 victims who commented during th ANPRM and NPRM combined.
 
Approximately 50 victims' comments specifically mentioned “Intelligence”; 
approximately 24 victims specifically mentioned “Intelligence Surveillance”.  
Approximatley 19 victims also made reference to President Clinton's memorandum 
(the “Clinton Memo”) prohibiting waiver of informed consent for classified research.  
The Memo's policy change instructions also required researchers to disclose that a 
project is classified.  That Memorandum/ Administrative Order sought to implement 
recommendations of the Advisory Committee for Human Radiation Experiments' 
(ACHRE's) final report (1995).   

A recent legal opinion in 2015, obtained by the legal counsel of the U.S. Department
of Energy, stated that the 1997 Clinton Memo still had legal effect.  Earlier this year 
the U.S. Department of Energy (DOE) announced its intent to adopt such a 
regulation with minor adjustments.   

On January 21, 2016 the DOE approved Notice 443.1B which states that 
supplemental requirements and responsibilities for classified human subjects 
research (HSR) are necessary to ensure compliance with Presidential Memorandum, 
Strengthened Protections for Human Subjects of Classified Research, dated March 
27, 1997, commonly referred to as the “Clinton Memo,” which the DOE and NNSA 
Offices of General Counsel determined is in effect and applicable to DOE.   
Requirement 4.a.3 states "No waiver of informed consent will be granted." 

An August 2015 U.S. Department of Energy Memorandum stated that there is intent 
on the part of OHRP to re-attempt a government-wide adoption of informed consent 
as an absolute requirement for all federal classified human research.  [“OHRP has 
indicated they will soon be working with the Agencies that do classified work to 
develop a separate subpart to 45 CFR 46, and 10 CFR 745, that will address the 
Clinton Memo process.”]  It is our hope that OHRP and HHS will take the initiative for
other government agencies which comply with the Common Rule and follow the 
Department of Energy's lead, and find that supplemental requirements and 
protections and responsibilities for classified human subjects research are necessary
to ensure compliance with the Clinton Memo, and to fulfill the legal requirements 
and spirit of federal rulemaking. 
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Please note that our stakeholders continue to allege an on-going Human Research/ 
Experimentation Program, which subjects citizens and others to severe Human and 
Constitutional Rights violations which affects their daily liberty; the right to be 
secure in their own person;  and freedom from repeated Cruel and Inhumane 
Treatment.  It is imperative that each person's autonomy, self-determination, human
dignity and constitutional rights prevail over scientific advancement and social and 
military benefit.

We have a history of non-consensual human experimentation that is well 
documented.  Yet victims' comments to the Presidential Commission for the Study of
Bioethical Issues, SACHRP, OHRP and to the Department of Health and Human 
Services and many other agencies continue to be ignored.

All Federal Regulations should reflect publicly acknowledged Constitutional and 
Human Rights.  Additionally, the federal Policy for the Protection of Human Subjects 
should truly be Proactively Protective of Human Subjects.  Victims have been 
alleging non-consensual human experimentation for over 50 years without recourse.

Thank you for your consideration.

Sincerely,

Karla Smith

St. Johnsbury, Vt

Enclosure: 
NPRM_VctmsStakeholdersSummary_Intelligence_comments_TI_ONLY_InterimVersion
May19_2016.doc
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