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May 28, 1982

Lloyd Bolling
U.S. Nuclear Regulatory Commission
Office of State Programs
Washington, D.C. 20555

Dear Mr. Bolling:

After review of the draft proposed revision to Part 35 3Y
on Human Uses of Byproduct Materials, the following comments T

c)3are offered: v

Iis a
# Ol1. Would NRC applicants have to submit for 30review their formal medical ALARA programF

-

or would the NRC applicant just indicate
an ALARA program per the regulation 35.30
would be implemented? In addition will

M, ,j'cthe applicant have to indicate an "exposuref .;

j+,''action level" associated with their ALARA -

program and submit such to the NRC prior
to obtaining a license? .r\

is my understanding that the misadmini up'/ ca y s.2. It
stration reporting requirement is being ,a dp '

'

done away with. Such requirement is still Fi
'y

in the proposed change to Part 35.

3. Concerning Xe-133 usage, is a stated value
for the MPC of Xe-133 at the point of g
release sufficient toevaluatethesituationQ' -

when the methods used by the applicant
for determining this value are not ,

necessarily known in that such methods
were not submitted for review (items 21
and 22 of the proposed application)? In
addition, items such as dispensing and ]
collection or trapping of the Xenon do
not appear to have to be addressed by the .I

; '
applicant in his submittal to the NRC.

4. If an applicant does not wish to adopt
a particular procedure listed in the
revised RG 10.8, does the applicant

;

Just develop a procedure on their own!

: and put it into use without having to J
submit this alternative procedure to

''
3

NRC for review?
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Assuming the answer is "yes", how will i
the NRC handle a situation in which the Y* q

'

licensee is cited by a NRC inspector ;'r
for using a procedure which did not meet
NRC regulations? Would the licensee
have to submit a revised procedure in
writing to the NRC for review in order
to eliminate the non-compliance item or
would the licensee just have to check
a box on a form indicating he would revise
his procedure to comply with NRC regulations ,

in order to eliminate the non-compliance item? g'\,
5. Will the general medical licensees who are i /'

requiredtoadheretoPart20and/orPart35h[[N'm
"

to become standard medical licensees be -

, ' , ' >
concerning waste disposal? It is my 't

.
-\

understanding that currently NRC general l'
medical licensees are not required to adhere "

to Part 20 and that these licensees discard
tesc tubes contaminated with I-125 without
regard to radioactivity. If the general
licensee who becomes a standard medical
licensee is required to adhere to Part 20
and/or Part 35 will the licensee have to
hold such material based on a decay to
background philosophy and associated
regulations or will the NRC consider an
exempt concentration level as for H-3 and
C-14 liquid scintillation media. Such }
I-125 exempt concentration level has been
considered by Louisiana and Kentucky. TJ

6. How will the NRC initial insp.ection %)
frequency of medical licensees be altered
by this proposed change in licensing j
procedure? w

7. Such proposed licensing change will place j

quite a shock to a physician who, if once '?(
licensed by'the NRC, wishes to obtain a
license from an Agreement State which has

| not adopted such NRC philosophy.
!

E

I
t

i
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U8. Can we expect similar changes in other r

areas of NRC licensing such as in radiography, ) .

well logging, Broad Medical / Academic, etc.? L
I assume NRC licensing practices for reactors ' gf
are not going to include such a system in s $'
which the applicant checks a box on a form
indicating the utility will follow the
appropriate regulations.

These comments are being submitted to you by the June 9, 1982
deadline indicated in the transmittal memo. Further comments
may follow if we feel it is appropriate.

Sin ere

Roy)P. Osborne,_-_ __
,

Supervisor
Registration, Licensing and

Certification Unit
Radiation Control Section
Radiation and Product Safety Branch

RPO:smb
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5 j Public He lth Servica

#
~ Fcod and Drug Administration

.
Rockville MD 20857
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.

Secretary of the Ccrmission
Nuclear Regulatory Comrission
Washington, D.C. 20555

ATIN: Docketing and Service Branch

Dear Sir:

The NRC publication of a petition for rule: raking from the A:rerican Associaticn
of Physicists in Medicine (FEDERAL PEISI'ER Docket No. PE4-35-2) was revicaed
by several scientists at the Bureau of Radiological Health (BRH) of the Food
and Drug Administration (FDA). We have particular interest in this suggested
change in dosistry system calibration intervals because, while the NRC has
regulatory control of radionuclide teletherapy units, cur agency has specific
rrandates to provide reasonable assurance of the safe and effective perforrrance
of medical devices for both radionuclide and electronic product teletherapy
units used in radiation therapy, including loa-energy x-ray and accelerator
units. It stands to reason that a treatment facility having both radionuclide
and electronic product teletherapy units and only one dosiretry system would
not wish to 'm required to calibrate that system at varicus differing intervals
to sa-isfy ,,o federal agencies and perhaps a State agency with its can
r n:la.ior.s as well. The existence of various requirenents cculd lead to'
pc5 ;it.le inconvenience of a redical facility being withcut a dosimetry system
for cr. acceptably frequent periods of tine and to unnecessary calibration
expense. Consequently, we urge NRC to consider this inportant aspect as it
evaluates the possibility of changing its calibration requirerents.

We have several specific ccments regarding the petition. First, the word
" teletherapy" used in the AAPM petition is generic and neans " therapy at or
frcm a distance," thus it includes therapy by radiation frua electronic
products as well as frcn radionuclides. Since the AAPM is petitioning NRC
which only regulates radionuclide (byproduct noterial) teletherapy, scce term
indicating this limitation shculd always be associated with the word " tele-
therapy" in the petition and in NRC regulations; e.g., cobalt-60 teletherapy.

BRH agrees that is is very difficult for NBS and the three Regional Calibration
Laboratories (RCL) to keep up with the NRC require ent, which became effective
July 29, 1979, that dosimetry systems be calibrated every two years. We are
quite interested in t.orking with NRC to develcp a solution which satisfies all
the public health aspects of this serious problem.

An AAPM survey by Larry Lanz 1 in 1979 shoaed there were abot:t 1100 instruments
needing this calibration, and a Patterns of Care Study Facilities Survey in
1980 shoaed that just under 50 percent of the megavoltage teletherapy units
were cobalt-60 (over 50 percent were accelerators.) It could therefore

Q be deduced that as many as 550 dosimetry syste c need calibration under NRC
V regulations, or about 275 per year under current reqairemcnts.

g__ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - - - - - -
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p The AAPM reference by Shalek, et al. states calibration rates as follcws:
V

CALIBPATION CADACITY -
FACILITY NUMBER /YR (7/78 - 6/79)

NBS less than 100
MDA-RCL 102
MSK-RCL 65
VIC-RCL 75

Total up to: 342

This capacity would be encogh to cover the instrurnents used to calibrate
cobalt-60 teletherapy tr i.s, but not those additional instruments that might
be used for linear accelera crs cnly (about 275 rrore per year under sirilar
require: rents) . Further, the Vic_creen RCL is slated to close in June 1982,
thus reducing the above total to 267. If the nutter of field instnnants
referenced by Shalek, et al. is taken as a mininIn of 1057 (including those
used for accelerators only) and is divided by fmr (under the petition for a
fcur year frequency), the result is 264 instr. rents requiring calibration per
year. This is just slicjitly less than the 267 projected. Since AAPM requested
an extension fran two to four years before they knes Victoreen was closing its
RCL, C. sir pr rcsal becoms a targinal solution. The AAPM accredits the RCL's
and has reccme .ded the accreditation of a ' fourth RCL (Lanzl's report), but
soon there will *rA cr.ly two. If any of the rernining facilities should lwer
their capacity or drcp out, even this AAPM proposal would beoyre obsolete.
And at present, there does not seem to be any incentives for new PCL's to'

start up.

The AAPM prcposal does have certain significant Irerits. The requirement of
constancy checks with a small shielded radioactive source and a mid-point
intercalibration are excellent quality assurance measures and should be
considered even if the required calibration interval remains at two years.
Hcwever, protocols for constarry checks and intercorparisons nust be developed.
Agreement nust be renened with ECI, supporter of the RPC and CRP's, and with
the AAPM regional chapters to carry cut the required intercortparisons at
frequencies necessary to make the intercorparison available to all users at
the proposed time interval.

Ccnceptually, the AAPM proposal is based upon the proposition that a four-year
calibration cycle (alteit with constancy checks and intercorparisons) is
satisfactory for assuring accurate therapeutic doses. Ecwever, we are uncon-
vinced that the evidence presented in the reference by Shalek, et al. contains
sufficient data to support the conclusion that a fcur-year cycle for calibration
is the nest apprcpriate one. 1he data he subritted are limited to institutiens
visited by the Radiological Physics Center. These institutions are taking
part in protocols sponsored by the National Cancer Institute and as such are
not necessarily representative of all therapy institutions within the U.S. We
do not have data to disprove Shalek's conclusions, but we believe that further

Q study regarding the apprcpriate frequency of dosirretry instrimentation calibra-
V tion needs to be nada before sixh a drastic change should be approved.

- _ _ _ _ - _ _ _ _ _ _ - - _ _ _ _ _ _ _ _ _ - _ _ - _ _ _ _ _ - _ _ _ _- _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - - _ _ _ - - _ _ _ _ _ _ _ _ _ _ _ _ _
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DQ Tne ultirate solution to the calibration capacity problem may be to inprove
the directly traceable calibration system, even if four years is the correct
interval. Perhaps four RCL's could be established with NBS supplying calibra-
tions only to them. The RCL's could then charge the appropriate fee to rake

|
the service at least self-sustaining, if not profitable. Tnis right even

encourage the entry of additional RCL's into the rarketplace.I

I would like to e phasize that a decision by NRC to change the required
,

! calibration frequency way run counter to a nu:cer of extant regulations and
I recomandations affecting both NBC licensees and other users. The Suggested

State Regulaticns for the Control of Radiation (SSRCR) of the Conference of
Radiation Control Program Directors (CRCPD) and the AAPM " Code of Practice for
X-Ray Therapy Linear Accelerators" eai reccmend calibration every two years
for dosL etry systens used to calibrate redical linear accelerators. At this,

ti. e the " Code of Practice" remains the standard for accelerator cperation in'

' radiation therapy. Also, the Task Group 24 of the idei Radiation Tnerapy
Carittee is preparing a recomendation on Physical Aspects of Quality Assurance

j in Radiaticn Tnerapy. The nost recent draft is recorrending a constancy check
| of linear acceleratcr teletherapy photon output nore than once a week. Many

of the Task Group rembers muld recomend daily secks. NRC requires a spot
ched of ccbalt-60 teletherapy output once a ncnth. Tnere ray indeed be
different needs for the calibration of dosimetry instrurentation used for '

electronic product teletherapy than those used for cobalt-60 teletherapy.
B:., .te s.ypst that NRC coordinate a revies of the evidence and any changes
tc be :-Me in the calibration frequency of desiretry instrumentatien with the

Os o9.er effecoed agencies. This should include at least the National Bureau of
S. arf.arfs (NES), the BRH and the State progra. s, possibly through the CRCPD.
A u later time the clinical cam: unity, both physicists and physicians, could
be invited to make input. We agencies with relevant authorities can, by
coordinati .g our requirements and programs, rake an 1: measurable contribation
toaard the betternent of radiotherapeutic care of patients. We should do no
less.

Sincerely yours,

John C. Villforth
Director
Bureau of Radiological Health

;
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