Sept ember 9, 1997

VEMORANDUM TO: L. Joseph Callan

Executive Director for Operations
FROM John C. Hoyl e /sl
SUBJECT: STAFF REQUI REMENTS - SECY-97-177 - F

I NAL
RULEMAKI NG PLAN:  REVISION OF DCSE LIM T FOR
MEMBERS OF THE PUBLI C EXPOSED TO HOSPI TALI ZED
PATI ENTS (10 CFR PART 20 AND 35)

This is to advise you that the Comm ssion has not objected to the
staff's proposed rul emaki ng plan as described in Option 3 subject
to the foll owi ng conments.

The staff should justify on a public health and safety benefit
basis the requirement for |icensee docunentation that it has
provided instruction to the fam |y nmenbers and that it has

obtai ned i nfornmed consent fromthe famly nmenbers in light of the
fact that docunmentation of instruction to and informed consent
from released patients is not required under 10 CFR 35.75(a) or
(b). If retained, this recordkeeping issue should be
specifically discussed in the Federal Register notice
acconpanyi ng the proposed rule and the staff should seek public
comrents and views on the need for these recordkeeping

requi rements. Should the consent form eventually be used, the
staff should coordinate with ACMJ to draft a "plain English"

i nformed consent form

Any public notice of this rule should make it clear that famly
nmenbers adnitted to the roomof a patient treated with pernanent

i mpl ants, or adnini stered radi opharnaceutical therapy, and
subsequently rel eased under 10 CFR 35.75 may, as a result of this
rul emaki ng, actually receive a total dose of 1.0 rem

The new conpatibility categories described in the "Policy for
Adequacy and Conpatibility of Agreenent State Prograns” shoul d be
reflected in this rul emaking plan.
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