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FROM: =~ = , William J. 01mstead'

S '~ . Director and Chief Counsel ‘ 4
- .~ Regulations Division:
- 0ff1ce of the Execut1ve Legal D1rector '

SUBJECT: - SCOPE OF EXEMPTION IN 10 CFR 20. 303(d)

- FOR. DISPOSALS OF PATIENT EXCRETA IN SANITARY SEWERS |

| This memorandum responds to your inquiry of August 31, 1582 to Karen Cyr,

Attorney, Regional Operations and Enforcement 9}v1s1on 0ffice of the
Executive Legal Director, requesting our views~ on the .scope .of the

~ exemption- for d1sposals of patient excreta into sanitary sewers contained’

in 10 CFR 20.303(d). In particular, you ask whether the exemption includes
disposals of .patient excreta which do not follow a direct route from the _
individual to the sanitary sewer, such as, for examp]e, disposals of urine
which, after collection from the patient and prior to disposal in_ the

~sanitary sewer, are sent to a laboratory for analysis to determine the

percentage of rad1oact1ve material excreted and retained. You also ask ,
whether licensees are required to keep records of d1sposals covered by this
exempt1on : L o

Although the quest1on 1s not ent1re1y free from doubt, it is our view, for :
the reasons given below, that as long as the two basic conditions of the
exemption are satisfied, namely the matter to be disposed of must be excreta

.and the excreta must be obtained from individuals undergoing medical

diagnosis or therapy with radioactive material, Ticensees are perm1tted to
d1scharge patient excreta in sanitary sewers w1thout limitation. -It is also

"~ our view that exempt disposals of patient excreta should rot be subgect to

the recordkeeping requirements of 20 CFR 20 ”Cl(b)

Sect1on 20.303 spec1f1es the cond1t1ons under wh1ch 11cersees may dispose of :
licensed material by release intoc a sanitary sewer system. Subject to one
exception, section 20.303. provides that these releases must. sat1sfy each of

the fol]ow1ng cond1t1ons

1/ In accordance with 10 CFR 20. 6, these views do not consitute an
1nterpretat1on whxch will be recodﬁ.zeo as b1nd1ng upon the Comm1ss1on
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‘1. - The licensed mater1a1 to be dxscharged must be readxly so1ub1e or
- dispersible in water v

2. The quant1ty of any 11censed or other rad1oact1ve mater1a1 reIeased
© - into the sewer system in any.one day may not exceed certa1n spec1f1ed
concentrat1on and tota] quant1ty limits. . : :

-

- 3. - The quant1ty of any licensed or other radicactive material re]eased
into the sewer system in any one month, if diluted by the average
'monthly quantity of water released by the licensee, may not result
~in.an average concentration wh1ch exceeds certain spec1f1ed 11m1ts.t_

4. The gross quant1ty of 11censed and other rad1aact1ve mater1a1 re]eased o
- . into -the sewer system 1n any one year may not exceed certain Spec1f1ed _
4 cur1e Timits. . ,

;Section 20 303 on]y exempts one type of d1scharge from a11 these cond1t1ons.

'Sect1on 20.303(d) prov1des in part that-A"

. "Excreta from. 1nd1v1duals undergo1ng medxcal dxagnos1s or
therapy with radioactive.material shall be exempt from any
11n1tat1ons conta1ned in this sect1on.", ' S

Th1s exempt1on for pattent excreta has been part of the Comm1551on s regula- -
tions in 10 CFR Part 20 since the Commission first published its Standards
for Protection Against Radiation in final form (22 FR 348, January 29, 1957,

§ 20.303). There has been no change in the text of the exempt1on since that'
time. The exemption did not appear in the proposed text of Part 20 as

: published for comment on July 16, 1955 (20 FR 5101) although the proposed

rule, 1ike the final rule, did contain.a provision authorizing the disposatl
of licensed material into the public sewers (Proposed rule, §. 20.33, Disposal
into public sewers). Although the Commissian received extensive comments on
proposed Part 20 as published for comment in 1955, there were, so far as we

- can. ascertain, no d1rect references to the bas1s or need for such an. exempt1on.

 The exemption first makes 1ts appearance in a draft of Part 20 dated

January 18, 1956. In this draft, the text oT section 20 33, which conta1ns

~the exempt1on reads as follows:

'_Sect1on 20.33 D1sposa1 pszelease into Sewers

, (a) Except as prov1ded in paragraph (4), 11censed mater1a1
released into a public sewage system sha11 meet the fol\ow1ng
- conditions: , ,

(1) The QUantity of materia1’re1easedjinto a sewer in any
one day shall not exceed the #arger of i. or ii. following:



i. 'the quantity wh1ch, 1f d11uted b/ the average daily.
: quantity of sewage released into the sewer by the -
‘Vicensee, will result in an average concentration
equal to the respective value 11sted in Append1x BV

Tab]e I, Column 25 or . :

ii. . the quantity of byproduct material wh1ch may beﬂ-~
. - possessed at one time under a general license, as
-~ provided by Section 30.21, Part 30; or the"
.following respective quant1ty of source or spec1a1
nuc]ear mater1a1 oo .-

.normal uranium, 1 1b. plutonlum 239 100 m1crograms
' thor1un, 1 1b. - uranium 233, 10 milligrams -
uran1um enr1ched in the 1sotope 235 10 grams

(2) The quant1ty of material re]eased in any one month shall -
not exceed that which, if diluted by the average monthly quant1ty
.+ of water released by the licensee, will result in an average
+ - - concentration equal to the respective value 11sted in Append1x B,
. Tab1e I, Column 2. ~ .

(3) Irrespect1ve of the 11n1tat1ons of (1) andA(Z) aboVe,
the gross quantity of radioactive wastes released into a sewer
shall not exceed one curie per year _ :

(4) The licensee may propose aIternatxve cond1t1ons to those
(l) through (3) in the license application if it is shown to
the satisfaction of the Commission that the proposed.conditions
are not likely to result in the exposure of persons to doses of |
radiation or concentrations of radioactive materials in excess of
those spec1f1ed in Sect1on 20.5.

(b) Radioactive wastes excreted by humans are exempt Trom ‘the
11n1tat1ons of - this sect1on.

- This text was retained unchanged in a subsequent draft dated January 24,
1956. It is of interest that although these drafts included certain
recordkeeping and reporting requirements (see sections 20.41 and 20.42),
they did not contain a requ1rement that Ticensees keep records of d1sposa1s
"~ to public sewers. 4 :

. The text of the exempt1on was reta1ned unchanged 1n'the February 1956 draft
~of Part 20. On February 28, 1956, it was suggested that the word "humans" -
be changed to "patients.”

In a draft dated August 1956, the exemption, shown in comzarative text was
again rev1sed and given its present fong



;'.§ 20 303, D1sposa1 by Re]ease 1nto Sanwtary Sewerage Systems
. %
Human Excreta from 1nd1v1duals pet%ents undergo1ng medical d1agnos1s

or therapy with rad1oact1ve mater1a1 shaIT be exempt from any
limitations conta1ned in this sect1on

A]though section 20. 303 was mod1f1ed—/ several t1mes before Part 20 was -~
published in final form on January 29, 1957, the text of the exemption for .
patient excreta remained unchanged. The August 1956 draft, like its

" predecessors, did not require 11censees to keep records or make reports of.
d1sposals 1nto san1tary sewers., .

e The requ1rement to keep record§/of dlsposals appeared in sect1on 20 401(c)
of the November 27, 1956 draft= of Part 20 wh1ch prov1ded that. ’

§ 20. 401 Records of Surveys Rad1at1on Mon1tor1ng, and D1sposa1

(c) Each»11censee shall ma1nta1n records in the same units used in
- the Appendices to this Part, showing the results of surveys required .
* by Section 39 201(b), and d1sposals nade under Sectwons 20 302 20. 303 »

: and 20. 304 e . '

This prov1s1on was reta1ned unchanged in. the December 1956 draft and in
section 20.401(c) of Part 20 as first published in final form on January 29,
1957. Although section 20.401 has since been amended, the requirement to
‘keep records of disposals made under section 20.303 has remained unchanged.

Although the drafters of Part 20 apparent]y'agreed that the exemption for
patient excreta should be included in the regulations, it was evidently not
considered a controversial matter and was not discussed in memoranda and
other written documents prepared in connection with the original Part 20
rulemaking proceeding. Despite the fact that we have been unable to
determine precisely what the drafters of Part 20 may have had in mind in
including an exemption in Part 20 for disposals of patient excreta in

2/ Compare drafts of Part 20, dated_Occober 1,'1956; Novemoerd27, 1956
~ (Draft C), and December 1956 (Fina1~draft attached to staff paper.
~ AEC-R/8.) o . . \ .

-3/ - The October 1, 1956 draft. d1d not contain recordkeep1ng requ1rements
for d1sposals . _ . ‘

&4/ Sections 20. 302 20.303 and 20.304 . related respectively to. Method for «
obtaining approval of proposed- d1spos:1 procedures, D1sp05a] by release
- into sanitary sewerage systems, afng Cisposal by burial in’soil. -



" sanitary sewers, there is some evidence that the regulations relating to
, d1sposals in sanitary sewers were designed for the sole purpose of provid-

ing a convenient means of d1sposa] for quantities too small to represent a

':3_cons1derab1e hazard under any cond1t1ons 11ke1y to be encountered

a The waste d1sposa1 port1on (§§ 20.31 - 20 33) of the January .18, 1956 and

January 24, 1956 drafts of Part 20, previously referred to, conta1ned an..-~

“_ 1ntroductory section which read as. follows. .

'Sect1on 20 31 Genera] comments

, It is 1mpract1ca1 or 1mposs1ble at the present time to devxse,
for burial in the ground or for release into sewers of. large quanti-

ties of radioactive materials, uniform regulations which would prov1de o

“adequate safety under the wide range of conditions which may be en- _
countered. Disposal by burial or release inta the. sewage system may
provide a convenient means of disposal for quantities too small to =~ '~
‘represent a considerabie hazard under any cond1t1ons 11keTy to be
encountered (Emphasis suppl1ed) . N

Although th1s sect1on was not reta1ned in the text of Part 20 as f1rst
published in final form, it is 1nd1cat1ve of the Commission's .intent to
limit disposals of radiocactive material in sanitary sewers to minimal
amounts. This objective was achieved in section 20.33 (now section 20. 303)
by establishing quantity and concentration limits for these disposals.
Because of these limitations and because only relatively small quantities
of waste were involved, it was understood that licensees would not be re-
quired to obtain specific permission from the Commission to make these dis-

posals. - The following quotation from testimony presented by Harold L. Pr1ce, .

Director, Division of Licensing and Regulation, U.S. Atomic Energy -
Commission, at- Waste Disposal Hearings held February 3, 1959 by the Jo1nt

Committee on Atomic Energy supports this analysxs.

"Because of ‘the var1ed and, comp]ex technical problems. which must be =~
‘cons1dered in the d1sposa1 of significant quantities of radioactive
waste, the Commission's regulations do not attempt to. spell out
deta11ed 'Standards' in this area.. Rather, they establish perm1ss1b1e e

- concentrations in effluents tonunrestricted'areas and provide for the

. disposal.of only minimal cuantities of nuisance wasts by release into.
sanitary sewerage systems and by burial in soil on 2 routire basis.
These Tevels of activity are so low as to be consicered permissibie

- under any conceivable conditions of disposal. The regulation provides
that the Commission will consider alternative methods and higher 1evels

‘ ~of waste d1sposa1 on an 1nd1v1dua1 case basis." (Emphas1s supplied).

In 11ght of this background it seems reasonable to canclude that the”

»exempt1on for disposals of patient excreta in sanitary sewers was added at

least in part, because these disposalswere considered tc be suff1c1ent1y '
nonhazardous and I1m1ted in gquantity thet there was no nesd to 1ns1st that



- san1tary sewers, there is some ev1dence ‘that the regu]at1ons re1at1ng to
'd1sposals in .sanitary sewers were designed for the sole purpose of provid-
ing a convenient means of dxsposal for quantities too small to represent a
cons1derab1e hazard under any cond1t10ns likely to be encountered. .

' The waste d1sposa1 portion (§§ 20. 31 - 20.33) of the January 18, 1956 and
January 24, 1956 drafts of Part 20, previously referred to, conta1ned an -
-_1ntroductory sect1on wh1ch read as fol1ows. ‘ _

_ASect1on 20.31 Genera] comments

. It is 1mpract1ca1 or 1mposs1b1e at the present t1me to dev1se,
for burial in the ground or for release into sewers of large quanti-.
ties of radioactive materials, uniform regulations which would provide
adequate -safety under the wide range of conditions which may be en-
countered. Disposal by ~burial or release into the sewage system may
provide a convenient means of disposal for quantities too small to
.represent a considerable hazard under any cond1t1ons 1ikely to be

-encountered. (Emphas1s supp11ed) - : ‘ .

ATthough th1s sect1on was not retained in the text of Part 20 as f1rst
published in final form, it is indicative of the Commission's intent to .
‘limit disposals of radioactive material in sanitary sewers to minimal .
amounts. This objective was achieved in section 20.33 (now section 20.303) =~
by establishing quantity and concentration 1imits for these disposals.
Because of these limitations and because only relatively small quantities
of waste were involved, it was understood that Ticensees would not be re-
quired to obtain specific permission from the Commission to make these dis-

posals. The following gquotation from testimony presented by Harold L. Pr1ce, !_ _‘

Director, Division of Licensing and Regulation, U.S. Atomic Energy
.Comm1ss1on at Waste Disposal Hearings held February 3, 1959 by the Jo1nt
,Comm1ttee on Atomic Energy. supports ‘this analys1s. :

"Because of the varied and complex techn1ca1 problems wh1ch must be
considered in the d1sp05al of significant quantities of radioactive
waste, the Commission's regulations do not attempt. to spe]l out .
deta11ed 'Standards' ‘in this area. Rather, they establish perm1ss1b1e
concentrations in effluents to unrestricted areas ‘and provide for the
disposal of only minimal quantities of nuisance waste Dy release.into
sanitary sewerage systems and by burial in-soil on a routine basis.
These Tevels of activity are so low as to be considered permissiblie:
under any conceivabie conditions of disposai. The regulation provides -
"that the Commission will consider alternative methods and higher levels
of waste d1sposa1 on an 1nd1v1dua1 case bas1s. (EmphaSIS supplied).

“In 11ght of this background, it seems reasonable to. conclude that the ‘
exemption for disposals of patient excreta in sanitary sewers was added, at
- least in part, because these disposals were considered to be suff1c1ent1y
nonhazardous and 11m1ted in quantity that there was no need to insist that



':they meet the quant1ty and concentrat1on 11m1ts app11cab1e to other types of
perm1tted d1sposa15 1n san1tary sewer systems o

We have been unable to find any documents which exp]axn why recordkeep1ng
requirements for disposals (§ 20. 401(c) ‘as promulgated January 29, 1957; now
§ 20.401(b)) were added to Part.20. It is reasonable to assume however, o
' that this provision was included to enable the Commission to determine C
whether licensees were in fact mak1ng disposals, including disposals into -
sanitary sewers, in accordance with reguiatory requirements. Since d1sposals
of patient excreta in sanitary sewers are exempt from all regulatory
requirements, there would appear to be no need to requ1re 11censees to keep

' records of these d1sposa1s. ' :

Upon first 1mpress1on the text of the exempt1on for pat1ent excreta, as set-'
- out in section 20. 303(d) appears fairly straightforward. The exempt1on ,
applies to a particular class of material--excreta, obtained from a specific
source--individuals undergoing medical diagnosis or therapy with radicactive
- material. The exemption permits licensees to discharge into.the sanitary

sewer system for purposes of disposal and w1thout 11m1tat1on any matter
which meets both these cond1t1ons. . v

Upon closer exam1nat10n the exempt1on becomes amb1guous pr1mar1ly because

it is silent on several points. - For example, the exemption does not specify . - |

when disposals of exempted excreta must be made. ' Nor does the exemption.
specify the manner in which these disposals must be made. ' The exemption
contains no requirement that the disposal be made by the patient directly
into the sanitary sewer. Absent such a requirement, the exemption would. .
appear to be applicable to excreta collected in a bedpan, urinal or cther
container and subsequently emptied into the sanitary sewer. The text of the
exemption.also provides no basis for excluding:from the exemption a scenario
in.which a portion of a patient's excreta is collected in a specimen con-
tainer, held for a period of time for medical tests, and subsequently dis-
posed of'by pouring the excreta from the container into the sanitary sewer.
As long as the two basic conditions of the exemption are satisfied, namely
the matter to be d1sposed of must be excreta and the excreta must be obtained
from individuals undergoing medical diagnosis or therapy with radioactive
material, licensees are pern1tted to d1scharge patient excreta in san1tary
sewers w1thout 11m1tat1on.

A more troub]esome port1on of the text of the exemption can be found in the
statement that "Excreta . . . shall be exempt from any limitations contained
in this section." (Emphas1s supplied). The underlined text has been cited
~as authority for the view that the exemption does not relieve licensees of :
the requirement in. 10 CFR 20. 401(b), a different section, to keep records of
disposals made to sanitary. sewers in accordance with the provisions of :
section 20.303, including disposals of patient excreta exempted from the .
limitations of that section. To adopt this interpretation, however, not
only presents certain practical d1ff1cu1t1es, it also produces some. rather
absurd results. o _ #




‘The problem becomes readily apparent when one inquires what kind of information

- licensee records of patient excreta disposals should contain. Under the exemp- . -
tion, patient excreta may be discharged into sanitary sewers without regard

. to quantity or. concentration limits. No prior measurements are needed be-
“fore making the disposal.. To require licensses to perforr measurements of
these disposals for recordkeep1ng purposes would, in our view,: seriously erode
the exemption. On the other hand, to reqiire licensees to keep records of -.-
disposals which contain no measurements and anly show the total number of
- disposals that have been made would rake a mockery of the recordkeep1ng
'requ1rement. ' : : S :

'vDesp1te the spec1f1c 1anguage of the exempt1on, it is-our opinion; based on
‘the preceding analysis, that the better legal view would be to limit the

- reach of the recordkeeping requirement in section 20. 401(b) to disposals
subject to the.limitations in section 20.303 and to exclude exempt dispesals
of patient excreta from this recorkeeping requirement. Qne caveat shouid be
noted. The preceding analysis does not address whether there is adequate
justification, from the standpoint of radiclogical health and safety, for
exempting disposals of patient excreta from the regulatory requirements
applicable to-other disposals in sanitary sewers. This question should be
considered and resolved in connection with the overall revision of 10 CFR .
Part 20 on which the staff is current]y work1ng._. :

' o o w1111cm J. 01mstead | ’ v -
‘Director and Chief Counsel - - ST
Reguiations Division : '
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: UNITED STATES .
NUCLEAR REGULATORY. COMMISSION
WASHINGTON D.C. 20555

ooTolee

MEMORANDUM FOR: Thomas F. Dorian, Attorney

xRegu]ations Division, ELD

FROM: o : Vandy L. Mi]ler, Chief : ->,.f S j: v‘. o
- " Material Licensing Branch o - '
Division of FUel Cyc]e and Mater131 Safety, NMSS i

- SUBJECT: ';,, REQUEST FOR INTERPRETATION - 20. 303(d) .

- This is in reference to the August 31 1982 memorandum from H E. Book

Region V, to Karen Cyr, ELD, request1ng an interpretation of 10 CFR.
20. 303(d) and your September 17 1982 note requesting our react1on to
the memorandum. ’ ,

.Nith regard to the problem stated in Mr.'Bdok s memerandum we be11eve

that patient excreta is exempt from the characteristic, quantity and

“concentration restrictions. in 10 CFR 20.303(2)~(d), inclusive. We

believe that this is true regardless of whether (a) the excreta is . -
discharged by the patient directly into the sewerage system or (b) it is
held for analysis, manipulat1on. and/or decay tn storage and then -
released by the licensee's staff to the sewerage system. We do not
believe that 10 CFR 20.401(b) and 10 CFR 30.51 relieve licensees of the
respons1b111ty for maintaining records of the disposal of patient
excreta. However, as a part of the revision of 10 CFR Part 20, con-
sideration should be given to exempting medical licensees. from main-

-ta1n1ng records of d1sposa1 of pat1ent excreta. '

Vandy L. Miller, Chief -
- Material Licensing Branch
- Division of Fuel Cycle and
- ‘Material Safety, NMSS °

g A g@_,

cc-‘,Robert Baker, RES -
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 MEMORANDUM FOR: Karen D. or - B e

o . UNITED STATES- :
' NUCLEAH REGULATORY COMMISSION, -
~ REGIONV o .

1450 MARIA LANE, SUITE 210
WALNUT CREEK, CALIFORNIA 94596

~ August .31, 1982

- 0ffice of the Executive Lega] D1rector

FROM: M. E. Book, Chief

Rad1olog1ca1 Safety Branch :
-~ Region- V S . .f

SUBJECT: - REQUEST FOR INTERPRETATION - zo 303(d)

,Descript1on of Situation’

Dur1ng an 1nspect1on in July, 1982, a Reg1on V inspector asked a techno!og1st
in a nuclear medicine laboratory the rather general question: whether any
I-131 waste was disposed to the sanitary sewer. When the answer was aff1rmat1ve.

- the inspector asked to see the record of such disposals required by 20.407(b).

He was told that no records were kept.. On the basis of that informatiom, a

. Notice of Violation was issued, including a citation for: noncompliance u1th

30.51(a) and 20. 401(b) both of wh1ch require records of d1sposa1s.

., When the 11censee responded he stated that ur1ne co11ected during uptake

studies and containing I-131 was disposed to the sanitary sewer after being
held for some decay. While some records were maintained, they did not include
the quantity of I-131 in the urine at the time of d1sposal The phy51c1an
stated as part of his corrective action, the quantity of I 131 1n microcuries
was now being recorded for each such d1sposa1.

Statement of the ProbIem

NRC Regulation 10 CFR 20.303(d) in the last sentence states,.“Excreta from

" individuals undergoing medical diagnosis or therapy with radicactive material

shall be exempt from any limitations contained in this section.” The question
arises .- .are there any 11m1tat1ons or qua11f1cat1ons to th1s exempt1on7

For some time, I have been aware of some rather strong- d1sagreements on th1s
matter. On one hand, there are ‘those (including me) who believe the exemption -
is exactly that, and in spite of collection, analys1s, manipulation, and storage

in the laboratory, the material is still exempted urine and may be d1sposed

to the sanitary sewer without records or other regu]atory contro1s.

On the other‘hand, there are those who ma1nta1n that the exempt1on applies.
only to excreta in the direct route from the individual to the sanitary sewer,

~ but does not apply under some other siguations. For instance, the urine may



Karen D. Cyr .ol e © August 31, 1982. -

-be co11ected and sent to a Iaboratory to determ1ne the percentage of I 131 :
excreted (and retained). This permits the physician to more accurately prescribe
‘subsequent doses of the radioactive material. This was the case in the present
--situation.. The argument is, that in such cases, as a result of the collection,

. analysis, man1pu1at1on, and storage process, the material. takes on the status
“of a "laboratory sample;" and it should thereafter be treated as normal ..~
radioactive waste. It should be noted that in these cases the urine does not
lose its identity as urine. - It does not change form, and no radioact1vety '

is added to or removed from it. : : ,

In the present s1tuat1on we are te111ng the 11censee that we are requestwng _

an interpretation of the regulations. We suggest that he continue to mintain -

. records of the disposals, but that we w111 1nform him of the contents of the s
‘1nterpretat1on when received. :

Your ass1stance 1n th1s matter is apprec1ated. ”

& 50«9

Herbert. E. Book Ch1ef
Radtq1og1ca] Safety Banch

.cc: J. Joyner, RI-

- A. Gibson, RII

" J. Miller, RIII -
G. Brown, RIV .
Vandy Miller, NMSS

- Leo Higginbotham, IE
_Ed Flack, IE |



