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Safeguards are in place today to prevent such an ethical breach, but in Henrietta Lacks and her family weren't as lucky.
Author Rebecca.

With the rapid advancement of science technologies, research communities will definitely be faced in the
future with new challenges and situations currently not covered by existing codes of ethics. Currently, human
tissue handling in the UK is governed by the Human Tissue Act â€” making the storage and use of human
tissue including cells without consent unlawful. Yet, for more than 60 years, her cells have been used to help
save countless lives. Thus, when an investigator interacts with a person to collect biospecimens specifically
for research e. In summary, regulations originally intended to protect research participants from bodily harm
have been interpreted and clarified through guidance and practice to apply to research on biospecimens, with
identifiability as a pivotal factor. In this subset, older, male, and white non-Hispanic participants were more
likely to prefer broad consent. Almost all of the forms deal with specimen retention to some degree, asking if
the individual gives permission for the lab to use the specimen to better understand some aspect of genetic
science or assist with variant reclassification. However, these differences were explained by logistic regression
models that included responses to questions regarding beliefs about the study: Broad consent was preferred by
those who agreed that the study could lead to improved treatments, cures, and lives saved; that participating
would make them feel like they were contributing to society; that participating would be easy; and that they
would feel bothered by researchers asking permission for each use. That means respecting the right for
patients to make their own decisions about matters that affect their wellbeing. But does the cause justify the
means? But the rules have changed since then, and they are still changing. Furthermore, a fundamental
strategy to protect confidentiality is to remove direct identifiers and replace them with a code, and take
additional steps to ensure that researchers have no access to identifying information. Thus, if Henrietta Lacks
were a patient in the United States today, biospecimens collected solely for her clinical care would not require
her consent for use in research. One of the most challenging aspects of my role is to be sure that patients
understand the forms they sign prior to submitting a sample for genetic testing. Focus group input was based
on a description of biobanks as being typically managed by a medical center and involving samples that could
be either left over from a clinical procedure or collected for research. Further reading on informed consent:
Faden, R. Categorical consent Individuals are asked to consent to the collection and storage of biospecimens
for future research use and are offered a checklist of options to stipulate by whom and in what ways they can
be used. Some of the reviews rated the quality of the evidence 24 , 43 , but their synthesized findings are
limited by nontrivial limitations in the underlying studies. Lacks and her family, as well as justice, race and
social class. Any part of such specimens remaining after all the analyses needed for her care were completed
might be stored for generic teaching, quality assurance, and research purposes, as briefly disclosed in a general
consent-to-treat form. These materials would be stored in coded form at the NIH, and researchers would apply
to study them to learn more about how genes, environment, and lifestyle contribute to health and disease.
Rather, they must submit at least basic information to an IRB, at which point the IRB can assess the adequacy
of confidentiality protections, and could choose to consider the scope of the original consent if any and
whether reconsent is required. Study-specific consent was preferred by those who expressed concern about
researchers having their samples and information and about the possibility that information collected could be
used against them, and who said that being asked permission for each use would make them feel respected and
involved. Research was, without a doubt, important and valuable; it saved and still saves lives. HT: What can
researchers or medical professionals take away from this story? All of these situations require some level of
IRB involvement, as investigators cannot make these determinations themselves. For the first time, it was
decided that before any NIH-funded research on HeLa cells can be published, it needs to be approved by a
board that includes two Lacks family members. The policy also requires consent for future use of all tissues
â€” even if the samples are de-identified, meaning without any personal information included. It was the first
immortal cell line, or group of tissue samples that could survive in a lab â€” and reproduce indefinitely. This
research included efforts to contact individuals who had consented to a cohort study of aging and dementia
[called Adult Changes in Thought ACT ] in order to obtain additional consent for widespread data sharing, a
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survey of ACT participants who did provide this reconsent, and focus groups with ACT participants and
Group Health patients about large-scale genomic research. These developments come at a time when public
concern about biospecimen research and informed consent has already been stoked not only by the story of
Henrietta Lacks, but also by lawsuits over the research use of newborn screening samples 18 , 30 and
biospecimens from indigenous populations 28 ,  They set forth provisions for informed consent and oversight
by an institutional review board IRB that, with limited exceptions, must be met in federally funded research.
In terms of application to biospecimen research, the Common Rule defines a human subject as a living
individual about whom an investigator obtains a data through intervention or interaction with the individual or
b identifiable private information. Individuals are actively or passively alerted to the research use of
biospecimens and offered an opportunity to opt out where the default is that biospecimens will be used unless
the individual refuses or opt in where the default is that biospecimens will not be used unless the individual
agrees. Themes mentioned in the commentary included trust in Group Health and ACT investigators, altruistic
motivations, and little concern about privacy, confidentiality, or discrimination. Patients are generally
scheduled every 90 minutes, but it takes that much face-to-face time just to gather enough information,
calculate risks, discuss potential testing and management options, andâ€”most importantlyâ€”provide enough
information that patients and families can make an informed decision about genetic testing and the
implications for their individual situation. In most cases, patients can choose to opt out of these studies.
Survey participants responded to a scenario specifically about a proposed biobank at the University of Iowa
that would store residual clinical samples that would otherwise be discarded. However, this rapidly evolving
research arena has been accompanied by equally rapid confirmation that genomic data can never be truly
anonymized.


