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The most influential body in the United States
for developing/refining regulations on protecting
human research subjects continues to be the Secre-
tary’s Advisory Committee on Human Research
Protections (SACHRP). It has issued two new sets
of recommendations for IRBs and others as attach-
ments to a cover letter submitted to the Secretary
of the Department of Health and Human Services.

The first set is titled “Attachment A -- IRB Au-
thority Use of Data Collected and Developed.”
The second set is “Attachment B -- New Chal-
lenges in Interactions among [sic] Sponsors, Clini-
cal Trial Sites, and Study Subjects.”

We shall leave a more detailed presentation of
these recommendations for a later HRR issue, to
be covered in our regular feature section titled
“IRB Recommendations By the SACHRP.”

In the meantime, however, we present the fol-
lowing portions of these two new recommenda-
tion sets as an early “heads up” for those IRBs
most likely to be affected by the guidances.

Is It Ethical to Publish
Results of Unethical Research?

“A long-standing debate in the field of re-
search ethics is whether the results of research
that is conducted in an unethical manner should
be used to contribute to generalizable knowl-
edge, and if so, which entities involved in
the conduct and publication of research should
have a role in making that decision (e.g., by
IRBs).

Usually the proposed method of restricting
the contribution to generalizable knowledge
is through restrictions on use of the data or
human biospecimens, such as publication or
other uses ….

The most prominent and public discussion
of this issue has concerned the use of data
obtained from unethical research conducted

by the Nazis during World War II, such as
the hypothermia studies.

However, it is very rare for research today
to be conducted in such a blatantly unethical
matter, and these cases does [sic] not neces-
sarily provide a useful corollary for consid-
ering the appropriate ethical approach in less
severe cases of research ethics violations.
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There are several types of situations that
might warrant restrictions on the use of data
collected and developed in the conduct of
research” (Attachment A, March 29; on the
Web at https://www.hhs.gov/ohrp/sachrp-co
mmittee/recommendations/attachment-a-irb-
authority-use-data-collected-and-developed.
html).

Speeding Up Research Causes Role Changes

“Examples include research that is done
without IRB review, research that is done
without obtaining the consent of the subjects,
research that involves undue influence or
coercion to force subjects to participate, re-
search that results in serious harm to subjects
due to failure to follow research regulations
and requirements, and research in which the
public use and release of the data may result
in harm to the subjects.

In each of these situations, the facts will
be important to ascertaining the materiality
of the ethical and regulatory breaches and
the decision whether to restrict the use of the
data” (ibid).
Most of the remainder of this SACHRP docu-

ment, devoted to explaining what factors IRBs
and others should consider when deciding what
to do about such controversial data, are covered
in sections respectively titled “Types of Limita-
tions on Data and Biospecimens,” “Ethical Ar-
guments,” “Regulations,” “Guidance Documents,”
and “Non-Governmental Bodies That Can Make
Determinations to Restrict the Use of Research
Data.”

As we now consider the SACHRP’s second “B”
set of recommendations for IRBs and researchers,
we find that they -- in our opinion -- tackle an
even more complicated set of issues.

Whether due to COVID, or simply to a natu-
ral evolution of traditional responsibility roles, the
interactions between IRBs, research subjects, re-
searchers, study sponsors, agency officials, and
others appear to be changing. SACHRP begins
to address these changes as follows.

“In trials of promising therapeutic inter-
ventions, sponsors seek rapid study enroll-
ment in order to complete trials, make regu-
latory applications, and maximize the time
in which they may exclusively market a prod-
uct” (Attachment B -- March 29; on the Web

at https://www.hhs.gov/ohrp/sachrp-com-
mittee/recommendations/attachment-b-
new-challenges-sponsor-clinical-trial-site-
subject.html).

Little Guidance Currently
Available on “Who Does What?”

“Increasingly, industry and academic fo-
cus has been drawn to the development of
treatments for rare diseases and pediatric
conditions, in part due to the incentives that
manufacturers have under the U.S. Orphan
Drug Act and the Best Pharmaceuticals for
Children Act, such as market exclusivity.

The small number of patients diagnosed
with rare diseases, including in pediatric
populations, creates a challenge for study
sponsors and investigators to locate and re-
cruit participants into clinical trials.

In this environment, patient advocacy or-
ganizations provide a valuable means by
which study sponsors can engage with pa-
tients diagnosed with specific diseases, educate
physicians and communities about potential
treatments and innovations, and stimulate
recruitment into clinical trials.

These relationships can assist greatly in iden-
tifying patients who may be eligible for stud-
ies and who are eager to enroll in them, which
in turn can facilitate the testing and ultimate
approval of significant new therapies.

Yet the growing interaction between spon-
sors and patient populations has begun to
blur significantly the traditional division of
roles between sponsors and investigators,
giving rise to complex ethical issues that, as
of this writing, exist in a relative vacuum of
guidance on how to navigate industry’s
increasing involvement in activities tradi-
tionally reserved for investigators and site
study teams, leading to practices that vary
widely across sponsors” (ibid). © {TBC}


