
that every baby born in Massachusetts (not 
just those born to families who could afford 
supplemental testing) would have the oppor- 
tunity to access screening services beyond 
the 10 disorders for which all babies were al- 
ready screened on a mandatory basis, and, 
second, to evaluate the efficacy of newborn 
screening and early intervention for a particu- 
lar set of 20 disorders (1). 

The statement that parents "aren't 
asked for consent" for entering these pilot 
studies is not correct. The Human Subjects 
Committees that reviewed the protocols 
determined that the pilot screening consti- 
tuted a "human research study" requiring 
informed consent. These committees ac- 
cepted an alternative mechanism (verbal 
consent) conditional to a protocol in which 
the nurses ask all parents for their deci- 
sions about participation in the pilots after 
parents have been informed about the pi- 
lots through a brochure (see also 
http ://www.umassmed.edu/nbs/). 

Marshall also says that Massachusetts 
"gathers more data than it reports, inform- 
ing parents only of disorders that are consid- 
ered treatable," implying that the New Eng- 
land Newborn Screening Program (NENSP) 
withholds testing results on babies with un- 
treatable disorders. This is not true. In Mas- 
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sachusetts, every out-of-range result is re- 
ported to the specific healthcare provider for 
the baby. This is true for results of both 
mandated and pilot tests, and indeed, for the 
pilot tests, this reporting is a requirement of 
the Human Subjects Committees. 

The article focuses on metabolic disor- 
ders detectable by tandem mass spectrome- 
try, but Marshall briefly mentions screen- 
ing for cystic fibrosis [which was first im- 
plemented in the United States by Col- 
orado and Wisconsin (2)]. Therefore, we 
also note that the second pilot study in 
Massachusetts provides for cystic fibrosis 
screening on the same blood sample. To 
our knowledge, ours was the first program 
to include DNA analysis for 27 mutations 
on all babies with elevated immunoreactive 
trypsinogen screens. Genetic counseling is 
incorporated into the protocol. 

Finally, as Marshall mentions, the NENSP 
provides testing services for states other than 
Massachusetts. Maine now offers the same 
expanded list of metabolic tests as Mas- 
sachusetts (bringing their total number to 28 
disorders, not 9). Indications are that other 
New England states will avail themselves of 
our expanded testing capabilities shortly. 
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ry of mandated state programs, not pilot 
research efforts like those offered in 
Massachusetts and Maine. Although Mas- 
sachusetts has an excellent process for inform- 
ing parents about newborn screening, it does 
not obtain signed consent as Maryland does. I 
regret any suggestion that Massachusetts with- 
holds important data from parents. 
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