
 

 

 

January 6, 2016 

 

Jerry Menikoff, MD, JD 

Director, Office for Human Research Protections 

U.S. Department of Health and Human Services 

1101 Wootton Parkway, Suite 200 

Rockville, MD 20852 

 

Re:  Notice of Proposed Rulemaking (NPRM): Federal Policy for the Protection of 

Human Subjects (the “Common Rule”); Docket ID HHS-OPHS-2015-0008 

 

Dear Dr. Menikoff: 

 

On behalf of the American Society for Clinical Pathology (ASCP), I am writing to 

provide comments on the Federal Policy for the Protection of Human Subjects Notice of 

Proposed Rulemaking.  The ASCP is a nonprofit medical specialty society representing 

more than 100,000 members. Our members are board certified pathologists, other 

physicians, clinical scientists (PhDs), certified medical laboratory scientists/technologists 

and technicians, and educators. ASCP is one of the nation’s largest medical specialty 

societies and is the world’s largest organization representing the field of laboratory 

medicine and pathology. As the leading provider of continuing education for pathologists 

and medical laboratory personnel, ASCP enhances the quality of the profession through 

comprehensive educational programs, publications, and self-assessment materials.  

  

We appreciate the challenges and complexities faced by the Department of Health and 

Human Services and the many other federal agencies involved in developing this 

proposed rule.  ASCP supports of the Proposed Rule’s goals as well as many of its 

provisions.  This letter begins by identifying policies with which we are agree and then 

outlines several policies we believe could be problematic for research and other activities.  

 

ASCP supports the following proposed policies as positive aspects of the Proposed Rule: 

 

 allowing broad consents used to acquire biospecimens in a research setting to be 

long lasting;  

 allowing broad consents for future unspecified research; 

 increasing transparency in informed consent rules by specifying the information 

that must be provided prospective subjects as well as specifying information 

necessary to help a reasonable person make an informed decision; 

 empowering the Secretary of HHS to develop consent templates; 

 establishing safe harbor protections for researchers who utilize online tools to 

identify whether a study is exempt; 

 excluding new testing assays and quality control from the definition of research in 

certain cases; 
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 outlining initiatives to increase the efficiency and effectiveness of IRBs; 

 developing standards to safeguard privacy;  

 identifying activities considered to be of minimal risk;  

 applying a prospective approach to rules on biospecimens, which will maintain 

the ability of researchers to utilize anonymized or anonymous archival pathology 

collections for current and future research; and 

 clarifying that clinical laboratories may continue to use residual, de-identified 

biospecimens to validate laboratory instrumentation without obtaining informed 

consent. 

 

Among the policy initiatives listed above, I would like to thank the agency for stating in 

the preamble of this Proposed Rule that clinical laboratories may continue to use left-

over, de-identified biospecimens to validate laboratory instrumentation without the need 

for obtaining informed consent.  This exclusion, found at §__101(b)(3)(i), covers the 

following: 

 

“The secondary research use of a non-identified biospecimen that is 

designed only to generate information about an individual that already is 

known, including but not limited to the development and validation of 

certain tests and assays (such as research to develop a diagnostic test for a 

condition using specimens from individuals known to have the condition 

and those known not to have the condition), quality assurance and control 

activities, and proficiency testing.” 

 

U.S. hospital- and reference-laboratories regularly utilize non-identified biospecimens to 

validate laboratory instrumentation—as required by the Clinical Laboratory Improvement 

Amendments of 1988.  If informed consent were required for these and other quality 

control-quality assurance activities, it could pose significant problems for laboratory 

operations.  This is, in part, because clinical laboratories typically lack the infrastructure 

and/or financial resources to directly collect the biospecimens and obtain informed 

consent.   Thus, ASCP believes it is important that the final rule maintain the exclusion 

allowing clinical laboratories to continue to utilize de-identified, residual specimens to 

validate testing devices and conduct other quality assurance-quality control activities as 

required by the federal Clinical Laboratory Improvement Amendments and/or CMS 

deemed laboratory accrediting agencies.   

 

Overview of Concerns with the Proposed Rule  

Despite ASCP’s overall support for the Proposed Rule, we have significant concerns with 

a number of its proposed policies.  In particular, we are troubled with the proposal to 

extend the definition of a human subject to non-identified biospecimens, to treat 

biospecimens differently from identifiable information and the role of Non-Federal Wide 

Assurance organizations in obtaining biospecimens.    
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Biospecimens Defined as Human Research Subjects 

The Proposed Rule would consider all biospecimens as human research subjects.  We are 

deeply concerned about this proposal, which would require written general consent even 

in cases where the researcher lacks identifiable information on a biospecimen.  The 

importance of archival clinical specimens to research cannot be overstated.  Indeed, such 

biospecimens have been referred to as the “intellectual foundation of modern medicine”.
1
   

 

In addressing this issue, ASCP wishes to note the potential impact the policy initiative 

could have on federal grant-based projects, such as development and training initiatives.  

A number of organizations, including ASCP, are engaged in research, education and 

developmental activities abroad that may utilize left-over, de-identified biospecimens.  

ASCP has received a number of grants from the federal government to support such 

work.  ASCP’s Center for Global Health has been working around the world to improve 

laboratory quality and patient health outcomes. ASCP staff and consultants have 

facilitated over 120 trainings events, training more than 2,200 laboratory professionals 

and medical laboratory instructors worldwide. These activities have comprised subject-

specific, hands-on trainings as well as university curriculum improvement, teacher 

trainings, and laboratory accreditation and quality improvement projects.  

 

Included among ASCP’s recent projects is one we received from the Centers for Disease 

Control to support laboratory training and quality improvement for diagnosis and 

laboratory monitoring of HIV/AIDS patients in resource-limited countries.  This program 

helped to enhance laboratory testing practices and enhance the quality of laboratory 

testing services, in order to improve the effectiveness of HIV diagnostics, care, treatment 

services, and interventions.  As part of these activities, ASCP relied on residual, de-

identified biospecimens.  Requiring informed consent in the future could affect the ability 

of non-profit and other organizations to assist the federal government on such activities.  

In addition, the proposed policy could undermine the ability of contractors to develop and 

disseminate any substantive outcomes data if informed consent were required on such 

projects.  This could prove to be an insurmountable challenge in certain situations. 

 

In line with these concerns, we note that the National Academies of Sciences, 

Engineering, and Medicine recently published a report entitled “Optimizing the Nation’s 

Investment in Academic Research: A New Regulatory Framework for the 21
st
 Century”

2
, 

including its finding that “continuing expansion of the federal regulatory system and its 

ever-growing requirements are diminishing the effectiveness of the nation’s research 

                                                      
1
 Korn, D., Contribution of the human tissue archive to the advancement of medical knowledge and the 

public health.  U.S. National Bioethics Advisory Commission. Research Involving Human Biological 

Materials: Ethical Issues and Policy Guidance. Volume II: Commissioned Papers. Rockville, MD: National 

Bioethics Advisory Commission; 2000: E-1-E-30. 
2
   Committee on Federal Research Regulations and Reporting Requirements: A New Framework for 

Research Universities in the 21
st
 Century, Committee on Science, Technology, and Law; Board on Higher 

Education and Workforce; Policy and Global Affairs: The National Academies of Science, Engineering and 

Medicine. Optimizing the Nation’s Investment in Academic Research:  A New Regulatory Framework for 

the 21
st
 Century:  Part 1. The National Academies Press, Washington, DC, 2015. ISBN 978-0-309-7822-2 

(http://www.nap.edu/21803) 
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investment by directing investigators’ time away from research and training toward 

overlapping and incongruent administrative matters that do not take into consideration 

the environment under which research is conducted at academic institutions today”.  We 

agree with this concern, which is in direct conflict with the proposed policy to define 

biospecimens as human research subjects. 

 

We should also point out that some, including the National Academy of Science, have 

argued that obtaining informed consent is not always an effective way to protect 

individual privacy.  Instead, it may be preferable to rely on strong penalties against re-

identification of biospecimens.   

 

With regard to the two alternatives for defining biospecimens, we appreciate HHS’s 

inclusion of these alternatives.  However, we are concerned that these too are problematic 

and pose significant burdens—especially in light of the fact that the vast majority of 

biospecimens are not acquired for genomic research.   

 

In summary, defining biospecimens as human specimens, thus requiring informed 

consent in the aforementioned examples, would add significantly to the administrative 

burden and costs faced by researchers and research funders.  It could also adversely affect 

the diversity of biospecimens obtained for certain patient sub-populations and/or 

pathogens.  Such a development could be a major setback in advancing novel diagnostics 

and treatments to improve patient care. 

 

Differential Treatment of Biospecimens and Identifiable Information 

We are unclear on the need or justification for treating biospecimens and identifiable 

information differently.  Both types of information raise the potential for the unintended 

disclosure of the identity of the donor.  Both share the same potential impact on the donor 

and/or their family, should an unintended identification occur.  As a result, the potential 

for employment or insurance discrimination, embarrassment/stigmatization, and/or other 

ill effects from unintended disclosure of the donor’s identity is the same.   

 

We are unaware of any research or evidence offered in the Proposed Rule as supporting 

the idea that biospecimens pose a higher level of risk than identifiable information.  As a 

result, we believe that such a profound change in policy is unsupported.  The lack of 

evidence favoring such a policy change carries with it significant risk of unintended 

damage to medical research, and by extension, patient care. 

 

Alternatively, ASCP suggests that non-identified biospecimens should be considered in 

the same manner as identifiable information contained in a medical record.  Per HIPAA, 

individuals are routinely informed of the privacy standards that cover the identifiable, 

confidential information contained in the medical record. We urge the development of 

opt-out broad consent models for non-identified biospecimens that would be in line with 

HIPAA privacy practices, thus maintaining an individual’s right not to participate in 

research projects.  
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Biospecimens Obtained Outside of Federal Wide Assurance Organizations 

Another concern relates to the impact the Proposed Rule could have on biospecimens 

acquisition sites that are not FWA institutions. Many specimens are obtained in non-

FWA settings, such as physician offices, ambulatory surgery centers, community 

hospitals, home health agencies, etc.  In addition, biospecimens, such as biopsies, are 

regularly referred to non-FWA institutions for analysis or secondary opinions.  These 

community settings frequently gather specimens that may relate to infectious disease, 

such as on methicillin-resistant Staphylococcus aureus. Non-FWA settings are well 

recognized with support from federal agencies such as Agency for Healthcare Research 

and Quality.   

 

These institutions do not often possess the infrastructure or financial support needed to 

collect or obtain informed consent from patients, thus undermining their ability to obtain 

biospecimens.
3
 These non-FWA institutions often serve as the source of de-identified 

specimens used by other institutions, such as clinical laboratories, for research or other 

purposes, and these institutions have little to no ability to obtain informed consent. 

 

In closing, ASCP believes there are a number of concerns HHS needs to resolve before 

finalizing this rule.  Toward that goal, ASCP concurs with many of the concerns 

advanced by the American Society for Investigative Pathology in their comments on the 

Proposed Rule.  A copy of their comment letter is attached for your convenience.  

 

ASCP appreciates the opportunity to present these comments. If we can be of further 

assistance, please do not hesitate to contact me or Matthew Schulze, Director of ASCP’s 

Center for Public Policy, at (202) 347-4450. 

 

Sincerely, 

 
David N.B. Lewin, MD, FASCP 

President, ASCP 

 

 

Attachment 
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