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Food and Drug Administration
Rockville MD 20857

May 9, 1996

: TO MANUFACTURERS OF.F DA—REGULATED DRUG/BIOLOGIC/DEVICE PRODUCTS

. As the medxa have w1dely reported the British govemment announced on "March 20 1996, that
new mformatlon had been gatheted about bovine spongiform encephalopathy (BSE) in cattle that.
suggests'a possible relationship between BSE and ten cases of a newly identified form of -
Creutzfeldt-Jakob disease (CID), a similar fatal transmissible spongxform encephalopathy (TSE),
in humans. To serve.our mutual interest in protecting public health; the Food and Drug. ~ A

_ Adn'urustratro,n (FDA) believes 1t is prudent to reiterate concerns we have prevrously expressed on
'thls lssue : : S
T We strongly recommend you, take whatever steps are necessary ‘to dssure yourselves and the
..~ public that, in the manufacture of. FDA-reguIated products intended fof administration to humans
- you are hot using materials that havé come from cattle born, 'raised, or slaughtered in countries -
- where BSE is known to exist.. FDA believes that u'nmedxate and concrete steps must be taken by
" marnufactuters to reduce the potential risk of humian exposure to or transmxssron of, the 1nfectlous
agernit whxch causes BSE in cattle

BSE i is an lnfectlous neurologlc dlsorder of cattle and i is prevalent in certam parts of the world.

. BSE has never been diagnosed in cattle in the United ‘States. It is believed that the. rapid spread of -
" BSE{ in cattle m some countries,  particularly Great Brxtam, was caused by the feedmg of certam '
‘infected cattle and sheep tissues to cattle. While transmission of the causative agent of BSE to

‘humans has not been deﬁmtrvely documented to date, inter-species transfer has been
demonstrated (e.g., mice can be infected by exposure to infected bovine tissues). Recent
developments in Great Britain raise serious questxons regarding potential hazards of the use of
animal tissues containing the causative agent of BSE.

The list of countries where BSE is known to exist is maintained by the U.S. Department of

Agriculture (USDA) and codified in Title 9, Code of Fede[a! Regulatron Part 94.18. A current
list of these countries follows:

USDA LIST OF COUNTRIES WHERE BSE EXISTS
(Current as of May 1996)

Great Brgtam (mcludmg Northern Ireland and the Falklands)
Switzerland

France

Republic of Ireland

Oman

Portugal : . -
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A range of research projects into the exact nature of both the BSE agent and other TSE agents is
ongoing. Available scientific information indicates that these agents are extremely resistant to
inactivation by normal disinfection or sterilization procedures. : :

At a futuré date, We’u’i{ll contact you '.'yyith.guic.ianéé.onﬁow best to provide assurance that your
- products'do niot contain potentially BSE-infected ‘materials. e e
: I'fypu;jn;eed mbfp infom{atiprg.'plezfée cont;ct the followipg_:- .
.Yi.xan'Yuan Chiu, Ph.lj., 301 443.35 10 (drug p'rodui:;:s) - L :
Kiki Hellman, Ph.D., 301 443-7158 (medical defices) *~ ~ - EEERTE
Paul Richman, Ph.D.,'301 827-3070 (biologics). T :
- .. Thank yD.L% for your attention to and cgi:{pér‘,aiioﬁ‘.in this matter.. ° .
L. .. . Sixicgrglyyéurs,' Tt .- .
Lo Michael A. Friedman, MD. .
R . Deputy Commissioner for Operations = - =+~

4/
R




