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he first-ever federal privacy standards — Health Insur-
ance Portability and Accountability Act (HIPAA) — to
p rotect patients’ medical re c o rds and other health inform a-
tion provided to health plans, doctors, hospitals, and other
h e a l t h c a re providers took effect April 14, 2003. Developed
by the Department of Health and Human Services (HHS),
these new standards provide patients with access to their
medical re c o rds and more control over how their personal

health information is used and disclosed. The standards re p re s e n t
a uniform, federal floor of privacy protections for consumers
a c ross the country.

B e f o re the compliance deadline, there was an overload of
i n f o rmation re g a rding the re q u i rements for compliance with
H I PAA regulations concerning privacy. At first, many institu-
tional review board s (IRBs) were cautious, and many IRBs over-
compensated by erring on the side of conservatism. This was a
natural reaction, as it was difficult to interpret laws when the
g o v e rning entity had not provided answers to questions that the
community was asking. 

CLEARING THE AIR 
On April 15, 2003, the HHS released a letter clarifying

H I PAA in relation to clinical trials and, specifically, inform e d
consent. 

A c c o rding to the HHS letter, federal regulations do not
re q u i re IRB review or approval of stand-alone HIPAA autho-
rizations. (The letter can be accessed at hhs.gov/ocr/
h i p a a / p r i v g u i d e re s e a rch.pdf.) With this letter, which would have
a n s w e red so many questions before the compliance deadline,
t h e re is finally something in writing from a federal agency that
clarifies the issue. 

In part, the letter states, “The HHS Protection of Human
Subjects Regulations at 45 CFR Part 46 do not re q u i re that
stand-alone HIPAA authorizations be reviewed or approved by
the IRB. FDA advises that because IRB review and approval of a
stand-alone HIPAA authorization is not re q u i red under the pri-
vacy rule, use of such authorization by another entity, such as an
investigator or sponsor, is an acceptable alternative appro a c h . ”

OV E RCOMING THE HIPA A H A S S L E
This isn’t a new dance. But, now that we see the light at the

end of the tunnel, why then are IRBs continuing to regulate are a s
that are not theirs to regulate? The Office for Human Researc h
P rotections goes so far as to advise that IRBs not undertake any
compliance action with respect to activities that are not re q u i re d
by regulations of 45 CFR Part 46.

B e f o re attending an industry conference in April 2003, we
w e re under the mistaken impression that most of the discussion
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with re g a rd to clinical trials, had come to an end. During the con-
f e rence, as re p resentatives of an IRB, many attendees asked about
policies re g a rding the inclusion of HIPAA language within the
body of informed-consent documents.

Upon receipt of the April 15 letter, the industry finally had
something in writing from a federal agency that not only clari-
fied the issue but also supported many IRBs’ policies, ours
included. 

Another frequently voiced concern was whether a company
was re q u i red to comply with the HIPAA regulations. 

B e f o re determining if a site is re q u i red to comply with the
H I PAA regulations, executives must first establish whether
their company is a covered entity. Obviously, each site has to
make this determination for itself. In spite of this, many IRBs
a re enforcing mandatory HIPAA authorization language in con-
sent forms. 

One conference attendee re p o rted that a particular IRB was
requiring all sites to revise informed-consent documents even
though some sites were not planning on enrolling any more
study subjects. This obviously displeased the client, as it gener-
ated additional charges he felt were unnecessary.

Of course, IRBs are re q u i red to review and approve HIPA A
language if the text is integrated into the informed-consent doc-
ument. The privacy rule, however, does not re q u i re IRBs to
review HIPAA authorizations for compliance with the ru l e ’s
re q u i rements. The Office for Civil Rights (OCR) is re s p o n s i b l e
for ensuring compliance and implementation of the privacy rule. 

While many sponsors and sites know either method is accept-
able, they do not realize that, from the viewpoint of compliance
and enforcement, the covered entity is solely responsible with
respect to completeness, accuracy, and whether the re q u i re d
H I PAA statements are pre s e n t .

A POINT OF CO N T E N T I O N
As of April 14, 2003, covered entities also must obtain a

“Request for Alteration or Waiver of Research Part i c i p a n t s ’
Authorization for Use/Disclosure of Protected Health Inform a-
tion without Patient/Subject Authorization.” 

A waiver of authorization may be appropriate in those
instances when it is impractical or impossible to obtain a
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p a t i e n t ’s written authorization. If the subjects in the study will
be re q u i red to give their informed consent to participate, it is
unlikely that a request for a waiver of HIPAA authorization will
be approved by an IRB. A request for an alteration of the HIPA A
authorization may be possible, however.

As long as the patient’s or subject’s re c o rds belong to the cov-
e red entity where the re s e a rcher is a member or employee, the
re s e a rcher may use the pre p a r a t o ry re s e a rch provision to look at
these re c o rds, and a waiver of authorization is not necessary. 

A re s e a rcher who is not a part of the covered entity may not
use the pre p a r a t o ry re s e a rch provision to contact pro s p e c t i v e
re s e a rch subjects, but could apply for a waiver of authorization to
re c ruit these potential re s e a rch subjects. There are other re q u i re-
ments for looking at re c o rds without a waiver. For example,
re c o rds may not leave the physical facility of the covered entity. 

The one question that has not yet been answered by federal
regulators is whether phone screening re q u i res a waiver. The
i n d u s t ry has several definitions of “phone screening.” Some
physicians believe that if they call their own patients about a
re s e a rch study, they are phone screening. 

Of course, in the re s e a rch community, the primary definition
is an advertisement asking willing participants to call in and be
“ s c reened” for participation in a re s e a rch study. 

This scenario probably falls under the privacy ru l e ’s pre p a r a-
t o ry re s e a rch provision because this eff o rt does not yet cre a t e
generalized knowledge, which is necessary in defining
“ re s e a rch.” 

It would be great if the agency would only provide an answer
to this aspect of the waiver.
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