Human Pituitary-Derived Growth Hornmone (11/25/87)
DATE: Novenber 25, 1987
FROM Director, Ofice of Biologics Research and Revi ew

SUBJECT: Deferral of Donors Who Have Recei ved Human
Pituitary-Derived G owth Hornone

TO Al Registered Blood Establishnments

In April 1985, it was recogni zed that three young adults who had
recei ved human pituitary-derived growh hornone (pit-hGH) during
chil dhood di ed of an extrenely rare neurol ogi cal disease called
Creut zfel dt - Jakob di sease (CID). Since that tine, there have
been four nore CID deaths associated with pit-hGH, two in the
U.S. and two in other countries. The l|ikelihood of young adults
devel oping CID is so renpte that it has been concluded that pit-
hGH nmust have been inadvertently contam nated with the

transm ssi bl e agent that causes CID. The pit-hGH was distributed
free of charge in the U S. through a governnment program now
called the National Hornmone and Pituitary Program Approximately
7,000 U.S. children received therapeutic pit-hCGH between 1963
through early 1985. Pit-hGH was al so available from 1978 through
early 1985 fromtwo conmercial sources, Serono (Asellacrin) and
Kabi Vitrum (Crescornon). Also, there are unknown nunbers of
persons who may have used this drug non-therapeutically, e.g.,
during rigorous physical training. Distribution of pit-hCGH was
halted in the U S. in 1985, but pit-hGHis till in use in sone
foreign countries.

Transm ssion of CIDis known to occur in direct tissue-to-tissue
contact follow ng transplantation but not by sexual means nor
fromnmother to child across the placenta. Experinmental evidence
from ani mal studi es does suggest that it may be possible to
transmt CID by bl ood transfusions froma person who has been
infected with CID but who is asynptomatic. Because there is a
renote, but finite, chance that CID may be transmitted through
the bl ood of pit-hGH recipients who are asynptonatic yet
harboring the agent, and because there exists no neans of testing
to detect such infected persons, prudence dictates that all
persons who have received injections of pit-hGH should be
permanently deferred from bl ood donati on.

Bl ood establishnents shoul d devel op and i npl ement specific
screening procedures to defer permanently recipients of pit-hCH
from donating blood or plasma products. Such deferral is not
necessary for recipients who have received only reconbi nant
grow h hornmone avail abl e as an investigational new drug from
several conpanies, or conmercially since 1985 from Genentech,
Inc. (Protropin), or since March 1987 fromEli Lilly and Conpany
(Huret r ope) .



The National Institute of Di abetes and Di gestive and Ki dney

Di seases (NI DDK) has prepared and distributed a fact sheet on
"Human Growt h Horrmone and Creut zf el dt - Jakob Di sease" to human
grow h hornone recipients and pedi atric endocri nol ogi sts who
treated these persons. This fact sheet provides tel ephone
nunbers and nanes of persons who can answer additional questions.
A copy of the latest revision, which includes an update about
limtations on donations of tissues and organs as well as bl ood,
is enclosed. This fact sheet should be retained in the donor
screening area for ready reference.

El ai ne C. Esber, MD.



