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Donn1d A. Hur R mme r
Anot. Di rector for Ct rite Agrecr.ents Progran

Office of State Procrnmc
U.C. Nuclear B 'rulatory Comnicsion
'Janhingt on , D.C. P0555

Donr t!r. Nurnhnur.er:

I inve the following conn. ente en the proponed revinion to 10 C.F.R. Part 35:

1. On Pace 7 of the Draf t Conminnion staff pnper the ntntnent la made: "All

the individuale that connented on the proponed revision cutnitted in SECY 83-6P
ncreed the current Part 35 vna in need of revinion....." I vent comments to

you on prot orod chnnren to Part 35 en . Tune 8,198P, which did not cont nin n
rtatenent that I ncreed Part 35 needed to l'e revired. On that on.ne Tage 7,
the nteltement ir r.ade: "'."he rto ff in not aware of ruiyune who would recommend
retaining the current Part 35 over the propoced revinion." I wann't nvare
thir van n perainrity content but ncv that I nm, I vote to retain the current J
Part 35

P. On rnde IP the rtatement in nnde: " Mort ettationn are not made for failure to /follow n certain precedure. . . . . " In Pncienure 9 the number of citations for
viointiona of ntatetento nade in the nppliention nnd for viointiona of
regulatory ruides in ni'out 141% of the total nunber of viointione. h t data
rurportn the above rt nter ent. llovover, if 11% of the citationn are for not
following procedores thnt licenseen enid they would follow, why would it he
neceptabic for them to nt nte thnt they will follow n proceduren licted in the
licennine,guidn?

/
#

3 On rnee 13, the recc=.endation in rule to the ccnniorion to certiry that the
changen prw oned to Fnrt 35 vill net hnvc n negative econonic Intact on ennll
entitlen. On Pn"r 16 of Fnelurure I., there are : everal hypot h"t ical licenreen
licted for whleh ecrt e fron ndt!ttunni vork len1 nttr!1uted to the trerored
reruintury chwer love been lirt"d. '"1"re corto r a. Tren n "ir.irm of $1616
tu n nnxirar < " .!13,n18 i er 11 conv ec . ? ore conte rmy eren rs ont Ive tc the

cm.ninnion tut they ire not r.ir4ttve in telpine to rnire the eart of r ed t en1
care. Furt her , t he c: ~t rnner t. i t o !n!!"ntee that frer 98 t o EM n id!t !cnnl
t' chnicinn hour: we:ul 1 N nr + 1 1;> 1;<. :eer if the ;,q.a"! chancm * o 1 nrt 35

nre npiroved. In cur "t ate t he rr 'n N rt ove nf nu"lene t edient technicinns.j
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. an 13,19%" N _ 'J- c
To Donald A. Muuninu er

i

h. Cr. Pngen 18 nnd 19 reecrd retenticn is discursod. Sene recorde ore to te / [
retetined for 1 year or 2 yenrn and thir is cnid "to provide niequ' ate evloenee (
c f co::.pliance with requirementr ." There seems to be no point nt all in j
keering recorda for cuch chort periode of tire beenune the Cor.n!rFicn ir.sr.ectorn ;

vill probably never incpect n private prtet: ner's or hospital' c nuclea r r.-11 cal . L

program as theae typen of licences have no priority. "'h e teletherapy tror uns

are reheduled for increetten ence ev"ry eix yearc.
,

5 On Fare 27, "podiatrict" in defined. NHC has infermed the Agreerent Otute? [
that it v111 per:.it podiatrists to une byproduct materitti courcer on humant ;

provided the podintrist hna eight hours of t rrtining in radiation nnfety. It it !
doubtful that thin training "is sufficient to encure that they are able t o [
underntnnd and follow regulatlons for the safe une of byproduct materin1" which j
in npparently a ccrincion con 1 an noted on Pare 29

#6. I ne no une in a requirerent that donnce r. ensure.*nt recorda include patient f
J nfe rrattien an di seunned on Pnce 38. Thin is alrendy beinc done by recording j

the doance in the pntient's treatment record. i

7. Pe q u"te t for cinri fication, on Par,e 89, Cection 35.32 (n)(1), the tenbernhip of /
the rndintion nnfety comnittee munt include nn authorized user for each type of

'

permitted. In this per group or one for nuclear r:edicine, one for tele-une
therapy?

8. On Pace 90 paranrnph (n)(h)(V), indienten that numerien1 ballotn by the radintio /n
enfety comnittee nunt be included in the ninuten. If such detail is warrnnt ed
in the reculationu perhaps then thene chould be a requirement for the co.ulttee
to follow Pobert 's Rules of Order.

9 On that rue.e Pace o0, pnrncrnph (b)(2), indientce the Connittee vill " review on /
the M nin of nnfetv nnd approve or dfnnpprove any individuni who in to be i

lir ted na an nut horized urer. . . . . " Doen thin renn that a person who hun not [
enuned any rnjor npilln or who hno never been over exponed to radiation or in
nhort,)ne n road radiation nurety record, nhould be niproved by the co%nittee
recurdlenn of any rovlev of hin nendente backcround or clinient experitnce with |
rnitonnelidea? j

i
'

10. I object mont st renun inly to the concept of "Provinienni authorized urer, fr.etion y

39.3h, pace 92. It ec uld be nn long na five yearr nt licence renevnt tir:e
before the 11censtnc nacney would be Inforned of a provielonni uner. Further,

with the turnover of nedlen1 atuff, nevern1 t rovinionn1 uners could ccr." and ro
,

and never be nitro ~ed to the licenning ncency, chie nothority cheuld cont inuo
'

to im rererved for t! e broad rwdl en] licence" wh- le n110we.1 te doctenute urerr.

[11. In i nrarrn; b 35.00, i nre IrT, the defin!t ion er "l ort nlle low lov"1 rM!nti on
rurvey innt ranent" doc: not rule out n c.&. curve i nst rument . In "nrnernt h
?S.C21 ( f), hnt ver, t hnt c n. t u rve, i n r t r.. m n ' right le ured ly n t erran
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tsarch 13, @ page Three
To Dann1d A. ':ucatuumer

er.tering n teletherary room when the radiation monitor ir. that room is in-
opr st ive. If that perron isn't loeking at the G!! meter constantly and the
teletheran cource le exposed, the g.r.. tube could saturate and the meter read

'

tero giving the imprension that it vse enfe to enter the room.

12. If Section 35.622 is coing to require a patient viewing syctcm, then there y
thould also be a requirement that irrediation of ratienin must cease when the
viewing nycter. in inci erat ive.

13. On Page 131, Section 35.6k1 paragraph (n)(2)(1) and (ii), the term " radiation s/
quantitier" ir used. hnther than Curies I sucrect millirene in intended,
therefore I erhaps " radiation levelu" in more proper.

OIh. It appenrn that the Cor.micsion staff in never coing to be content until it can
elininnte detailed evaluation of applications for medien1 use of radionuclidea.
Tnnt being the enre, I have a few sugEestionn that may heir stream line the
licensing procene .

The noplication forms nrf envelope, addreased to the program regional licensing
off!ce, nhould be furninhed to all persona requesting a nuclear medical license. On
the back of the envelope there should be printing requenting the following information:

1. f!rtme and addrecs of applicant.

2. Ctntement: "This appliention ic for Groupe I, II, III, IV, V, VI, VII or
Teletherapy (mark an indiented).

Diened .

3. Statenent: "All proposed usern are qualified for the Groups or Teletherapy
na marked above, in accordance with the requirements of the Regulatory Guide
10.8 dated .

01ened _.

h. Ctntenent: "Are the proper procedurcu nelected for ench Croup or Teletherapy
from herulatory Guide 10.0 anted and vill they te followed?
Anaver: Yes ?:o l'nyhe

(!!nrk nn indiented) Signed .

When the above upplienticri in received by flEC licencing the ntaten.ents on the
envelope are optienlly cennned. If (1), (2), (3) und (h) are conpleted and the
nrmver to (h) t o " yen", the unormned pneknee is routed to file and PAIL netton ennues.
PAIL stands for purrnuerntic Autm.ntienlly !rnued Lletnre. ThD in done by ecmput er
and the licenrr, n1ro cien"d ly t he contuter incorpornt er the ntaterenta on the
envelope.

Ilowever, if itenn ( ;l ) , ( 2 ) r> n d ( 3 ) n r" in order but tb anm r t o item (L) in "No",
the an 11 tant hny hsve n: @ n n!rt V.e or hwe de vel o pml b ', - un y ocedur"r. In
enne of a "No", the ect ruter cer.dc cut n form letter stat inc " don't any no now,

uny tay1e".
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To Donald A. iuantaurer

1* the enne where the npuliennt nr.cw<_"c iten L witr a "naybe", a for lette: roer
cut c t ating that at leant 50% of teople ( r art i cular;:. fenales) when ti c, re.

"r ebe" :r.can " yen". '"he * pplicant ir asked to review tie atplicaticn na to
e>nrider a " yen" inrwer.

I " t.he < econd ra y 11 cation conen in with n ""o'" dl 1 :. well. Tsut if tn* *ni;eant,

t- r,rtyinr "no", a "v - l e t t.c r it dir r 't e! < rtatine thnt the o i l . cM i c *
' < ,.

Will t+ cc nrl dered thindcnod i f the rumwer ta M er. L renninn "no". The art iennt
Ir nIno a lvined th'it if individual rrocedurer have been developed for tro prciczed
nuclear rr dien1 promen W n they *r.unt move to nn Arreenent Ptate fo r lice nsirm.

If nimilar fornn nre devolorod for nr.endnents to licennes it chould complet ely
elir.inat e the need for ?FC'c nuclear medicine 1icensing staff.

Pe rh a: : e* her infor:vitien could Le obtained for alleving the applicant to check
one of these ntaterontt on the envelope: "I am in a hurry for hic licenre, phare
nnqign thit application t o a liboral reviewer"; or, "I don't cet much rail no
pirane artirn thin nrplicatien to a eonnervntive reviewer".

In conclucion, 1 don't think Corait nion ctaff har really followed the intent of
paragraph 3 in the Cor.it nion's r.eno on UECY 83-62 dated June 23, 1983, by allowing
an applicant to choose a prercribed procedure and then to change it any tine they
want without I;HC reviev.

Circerely,

Vnden, Supervicor.

Radiologien1 Health
Cer.nt.me r Health protecti on
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