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Idea to ease PT standard for HbA1c stirs alarm
Anne Paxton

Excellence is considered the hallmark 

of progress throughout health care. 

We don’t expect to hear that, for a 

particular diagnostic test, standards 

may already be too high. Yet a pro-

posed rule by the Centers for Medi-

care and Medicaid Services, an-

nounced Feb. 4, does convey that 

message in its recommendation to 

add HbA1c to the list of analytes 

regulated under CLIA’s profi ciency 

testing regulations related to analytes 

and acceptable performance. 

If the rule is adopted, the CMS 

would CLIA-regulate HbA1c profi -

ciency testing for the fi rst time. But in 

an atypical turn to lower standards, 

for HbA1c—for which the CAP sets 

an acceptance limit of ±six percent 

around the target value—the CMS is 

proposing a looser CLIA PT accuracy 

standard of ±10 percent.
The almost universal 

reaction of the diabetes 
and laboratory medi-
cine community to this 
proposal to weaken the 

HbA1c accuracy standard has been 

alarm—and puzzlement. “I was 

shocked” when the proposed rule 

was issued, says David B. Sacks, MB, 

ChB, FRCPath, senior investigator 

and chief of the clinical chemistry 

service in the Department of Labora-

tory Medicine at the National Insti-

tutes of Health. He —continued on 28
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TDM to the rescue in biologics boom
Karen Titus

In the early, heady days of biologic 

therapies, use of these drugs resem-

bled a common military tactic of the 

Civil War: charge and retreat, charge 

and retreat, charge and retreat. The 

approach, though modern at the time, 

often proved disastrous.
Jeffry Katz, MD, recalls the excite-

ment that greeted the arrival of anti-

tumor necrosis factor-α agents, starting 

with infl iximab (Remicade) in 1998. 

“What we used to do is we would give 

patients a drug, and we would wait for 

them to get sicker,” says Dr. Katz, 

medical director, infl ammatory bowel 

diseases, University Hospitals Cleve-

land Medical Center, and professor of 

medicine, Case Western Reserve Uni-

versity School of Medicine. “And then 

we’d give them a stronger drug, and 

then we’d wait for them to get sicker. 

And then we’d give them our strongest 

drugs, or we’d send them to the oper-

ating room.” In essence, “We basically 

didn’t give the strongest, most effective 

therapies until people got more ill.” 

Over time, physicians learned this 

approach also allowed bowel damage 

to occur. “And by the time we get to 

the best drugs, it’s often too late—

nothing’s going to work at that time,” 

says Dr. Katz.

Little wonder that physicians are 

turning to a new strategy for deploy-

ing biologics: using therapeutic drug 

monitoring, with the aim of aggres-

sively controlling disease and infl am-

mation. Doing so will help prevent 

downstream complications, says Dr. 

Katz, including hospitalization, sur-

gery, and strictures. 
“For the use of biologics in infl am-

matory bowel disease, some sort of 

monitoring is the standard of care at 

this point,” he says, “whether it’s reac-

tive or proactive or some combination 

of both.” 

A killer app comes 
out of the crowd 

Charna Albert

Twenty years ago, Ulysses Balis, MD, 

bought the domain name Histo Query.

org. He had realized that one day, 

digital pathology would be sophisti-

cated enough to be incorporated into 

interactive, Web-based tools, so he did 

what any self-styled geek would do 

with such a nascent idea—he waited. 

“Histo” stands for histology, and 

“query” stands, unsurprisingly, for 

query, explains Dr. Balis, professor of 

pathology and director of the Divi-

sion of Pathology Informatics at the 

University of Michigan. Histo Query, 

he knew, would be the name of the 

free educational tool he would de-

velop to draw on the collective exper-

tise of the global pathology commu-

nity. He just had to wait for the tech-

nology to catch up and think of a great 

website design. —continued on 46
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TDM may be the answer to the poor 
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