Advanced Medical Systems, Inc.

1020 London Rd.
Cleveland, Ohio 44110
216-692-3270

November 29, 1995

Kevin G. Null

Nuclear Materials Licensing Branch
U. S. Nuclear Regulatory Commission
801 Warrenville Road

Lisle, lilinois 605324351

Re: Response to Comments on USNRC License No. 34-19089 Renewal Application (Control
No. 97891)

AsamuhofdwanbaMmbmision.myofmecommemwnninedinyOWOmbeﬂl. 1995
letter have been addressed. If this was the case, it was 50 noted in the attached responses. For those
wmmmthnremninnppﬁable,amuﬁonnwwheuindwmisedappuuﬁondwwmmemk
addressed has been given.

Bmmmwdapﬂbaﬁonwoﬁﬁmﬂynbmhedmmminycmdlyspmwmeexpmﬁon
date of License No. 34-19089-01, AMS assumes the license will remain in effect, under its existing
pmvkm.unﬁlﬁnﬂaaionisukcnonmhmised:ppliaﬁon. However, as you will note during your
miewofmunvhedmwdappﬂuﬁon.AMkabuwwﬁmﬁgxﬁﬁumcbmguinomudhﬁon
protection program in order to improve its applicability and auditability. Therefore, your prompt
consideration of this revised application would be greatly appreciated. If you have any questions, please

contact me at (216) 692-3270.
Sincerely 6

Robert Meschter, R.S.0.
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RESPONSE TO USNRC COMMENTS OF OCTOBER 31, 1995
ON THE ADVANCED MEDICAL SYSTEMS, INC.
JANUARY 26, 1995 LICENSE RENEWAL APPLICATION

USNRC Comment I: ltem I1.B (see attached).
AMS Response: Concur

Action Taken: SeaionS.lé.ZoftheRldhuoanecﬁonPrognmPhn(Amchmcm30flherevisedrenewal
application) addresses AMS's commitment to performing programmatic audits.

USNRC Comment 2: Item 111.A.

AMS Respouse: Qmuny.onIy0.0SpumofthemAMSinmoryof“Coaeummm)isinthefom
of solid waste. mwawmmmumm. With only one exception, AMS has
not generated any production waste of significance since 1989.' BumcﬁmmumbeyondAMS'sm.
MSmmawwmmmwcﬁwmﬁnmhnlimemmmdeﬁm
generation of radioactive waste.

On August 29, 1995, representatives of AMS met with Dr. Donald Cool, Ms. Cynthia Pederson and Mr. Michael
Weber of the U. S. thukeguhmtyComiuiou(USNRC)wdhqmmwimphnfmaddminglmbetof
mmmsommuumwmny.’ One of the outstanding issues was disposition
of the 30 curies of solid waste. humamrmmammwmmm. AMS stated in that meeting,
mmwmmw*mwmr«wumwmﬂm'mmo.m11. 1995), that the
wmcdisposdhanmmiduedwbealowprbﬁtyitemmitwunehherinthebestimemtofms.the
USNRCormelewﬂpublicfmﬁhmﬁﬂwbedwofaawmivewmb\mgroundaxd:is
time. The following are just a few of the justiications for this position:

. Thenhﬁwlyuhmhdf-ﬁkofdzmneﬁahhmuﬁmdemmd:midaaﬁoﬁmdeuyhm
as a disposal option.

. mmemﬂnthym.ka(ifmy)mmmmm
thMMmﬂMuﬂmmdmmsmn‘ecﬁwm

'MeWWmmmwwmeMmmmimpmjwmm
was on-going during 1995. mpmjeawthcrenmofthengioudmdiwicx'simenﬁmdb!ochgeofm
uormwnerdisdwgepathfonheundonkmdflcility. (Tidle 10, Code of Federal Regulations, Section 8.4 states
Mamorlocdmthoﬁtyhnmle;ﬂmﬁtyw'umperwilh'lheufeopemionofa USNRC licensee.)

*Due 10 limited personnel and financial resources, AMS informed the USNRC during this meeting that it
unmpossihlefmAMSwmwmofmemnndin;wiviﬁuinaMcmign. Therefore, to avoid
unnecessary and negative financial impacts on the company, yet ensure steady and weil-managed progress toward
completion, the activities were prioritized based upon an activity's ability to improve the implementabiiity of other
activities, AMS’s ability 10 fund the activity in the near-, intermediate- and long-term, and on the cost/benefit
associated with the activity's timely completion.

*For example, pursuant 1o IN 9009, the waste is shielded from the elements and extremes in temperature,
(continued...)




do not access the area, with the excepiion of routine surveillance and inventory activities, incur no
waste-related dose.

. In 10 CFR 20, the USNRC requires that no practice shall be adopted unless its introduction
producesapmitivewbcneﬁt;Maﬂexposummionizhngradhﬂonmubckepuslown
mwnablya:hievablc,economicanduocimlfmxbeingukenmwmmt;andumthedosc
mmwmmm“mwmunmmmm. To ensure compliance
with these requirements, an ALARA analysis was performed to support on-site storage of
radiow(ivemmiakulhepleferredhcﬂkydwommhﬁmﬁgopﬁon.’ The results of this analysis,
whichaddxuudlhendioaujwmﬂuiﬂsindwwummennmnuahumidw

thequliﬁcaﬁonsandoonﬁnuingedlmkmofndhﬁonmaaionml. However, AMS does not consider
mmwcylpmwhwmymuhnwlmmplm. Perhaps the reviewer would be
willing to provide additional clarification on this issue.

Action Taken: Section 5.1 ofmemmmmﬂm(mm3ofmerwindmwal
application) references procedure No. RSP-006, “Training and Qualifications of Radiation Protection Personne)”,
whereinthemining.mmmmmoﬂnmofmendmionnfuyorgmiumeﬁed.

USNRC Comment 4: ltem V.A.

MW:MMMMMM:WMIO(WMMMMw
performing work unsupervised. Ceminoflheirnhiumhdudememqummemfmwrimenmim.
Mommvﬂfmﬁm.emmmmm.mmofm:bm.

%....continued)
hmkwmmm.wmthamm.MWWuwy
visualimpeaicn.mdthephysicdcomemmnmmivewdeoompoaitbn.

'Thewmecummymredatnufacmymminedconmminspiwofme recent basement flooding event.
Therefore, no credible water inleakage scenario for the stored wass exists.

‘Advanced Medical Systems, Inc., “Conceptual Decommissioning Plan for the London Road Facility”,
October 20, 1995.



Action Taken: Section 5.1 of the Radiation Protection Program Plan (Attachment 3 of the revised renewal
application) references procedure No. RSP-006, “Training and Qualifications of Radiation Protection Personnel”,
wherein the training and qualification requirements for all members of the radiation safety organization are specified.

USNRC Comment 4: liem V.B.

AMS Response: AMS has instituted a procedural requirement for maintaining, as part of its programmatic records,
the names and qualifications of trainers for all training programs that will be attended by AMS personnel.

Tbecommemmregudwltem9ofmachmmsisnolongeuppliable.

Action Taken: Section 5.13 of the Radiation Protection Program Plan (Attachment 3 of the revised renewal
application) references procedure No. RSP-004, “Radiation Protection Records”, wherein the record requirements
in regard to training activities (i.c., instructor qualifications, le:son plans, certificates of completion, etc.) are
specified.

USNRC Comment 5: ltem VI.A

AMS Response: This issue is no longer applicable. However, for informational purposes only, AMS continues to
usctheHotCeﬂfacilityforpachging.leaktutingandshippingofsuledmcesupanofm inventory reduction
program described in the “Strategic Plan for the London Road Facility”™.

Action Taken: None required.

USNRC Comment S: ltem IV.B. and C.

AMS Response: This issue is no longer applicable.

Action Taken: A revised description of the ventilation system is contained in Attachment 4 of the revised renewal

USNRC Comment 6: ltem VII

Action Taken: RSP-003, ‘Comrdofkﬂhﬁm&fuy?rooedum'.ueomﬂnedhAmcthofmemM
renewal application. A listing of the current members of the Radiation Safety Committee, along with their
Qualifications, is contained in Auachment 2 of the revised renewal application. Section 5.1.4 of the Radiation
Protection Program Plan (Attachment 3 of the revised renewal application) requires that a Certified Health Physicist
serve as a permanent member of the Radiation Safety Committee. During the October 31, 1995 meeting of the
Radiation Safety Commitiee, Carol D. Berger, C.H.P. was appoinied (o that position.

USNRC Comment 6: ltem VIL.A. 1.
AMS Response: This issue is no longer applicable.

Action Taken: None required.



USNRC Comment 6: ltem VII.A 2.¢.
AMS Response: This issue is no longer applicable.
Action Taken: None required.

USNRC Comment 6: ltem VII.A2.f.

AMSRupom:lnmerevisedmwdApplicuion, AMSpmvidesformAlwmtcRSO(ARSO)inﬂwndimm
protection organization. EitherthekSOortheARSOwillbepraemduﬂngmrmalhninesshwnnAMS.

application. ms.l.Jomemmmﬂm(Ame3ofdnmme)
describes the authority of the ARSO. RSP-006, 'TrainiumdeliﬁcaﬁonsofRndmionProtecﬁmPeW‘,
mummmimmmfmmmofmmwuymmm.mmu
ARSO.

USNRC Comment 6: ltem VII.A 4.

AMSRapom:‘lhisissucisnolongeuppbuble.
AthMWﬁmpM,mﬂyManAM&mWhAn&hm4oﬂkmm
renewal application. Adaaueddacﬁpdonofwhuendiowﬁvemﬁm:muorednduAMSfmﬂity. including
maps, is also included in Attachment 4. SeaimS.9ofannhnhmecﬁonPrommle(Amhmem3ofthe
revised renewal application) references procedure No. RSP-OH.'RMiologicalArmandPonin;'. wherein posting
mdllbelingmquinmemfo:mefncilitymspeciﬁed.

USNRC Comment 6: Item VII.A.6

AMSRapome:'msiuueisnolongeuppliaue.

Action Taken: None required.

USNRC Comment 6: ltem VII.B

Action Taken: Seubn4ofﬁnkﬁhﬁonﬁmhnmﬂm(m3ofmemkedmuapplhﬁm)
references procedure No. RSP-002, “Definitions”, wherein definitions for the terms “shall”, “should” and “may”
are included. The majority oftheacuonupeciﬁedinlthSPsmduiymedu “requirements” .

USNRC Comment 6: ltem VII.B.1.

AMS Response: This issue is no longer applicabie.

Action Taken: None required.

USNRC Comment 6: ltem VII.B.S.

AMS Response: This issue is no longer applicable.




Action Taken: None required.

USNRC Comment 6: Item VII.B.7

AMS Response: This issue is no longer applicable. However, for informational purposes only, AMS calibrates all
insuummuuoninlhencuveinvenwtymumundfmndmionpmecﬁonpumosesonaplumedmdpcriodicbuis‘
This calibration schedule also applies to ancillary instumentation such as pumps, metering devices, scales and timers.
Action Taken: Section 5.7 of the Radiation Protection Program Plan (Attachment 3 of the revised renewal
application) references procedure No. RSP-008, “Instrumentation and Surveillance”, wherein the provisions for
purchase, testing, calibration and use of radiation detection instrumentation and ancillary equipment are defined.
USNRC Comment 6: Item Vil.B.8

AMS Response: See response to USNRC Comment 6:VILA.2.f

Action Taken: See response to USNRC Comment 6:VILA2.f

USNRC Comment 6: ltem VIL.E.11

AMS Response: Concur. mAMSeomminnentwALARA.andthemnnerinwhichAMSwillemunthmnﬂ
ndinionexpoawumcumdumefxﬂitymw,maddressedmwh(hekadnum Protection Program Plan
and in an implementing procedure.

Action Taken: Section 5.5 of the Radiation Protection Program Plan (Attachment 3 of the revised renewal
application) describes the management commitment to ALARA. RSP-005, “ALARA Program” contains the
implementing procedures to ensure and demonstrate that AMS is meeting the management commitment.

USNRC Comment 6: Item VII.B.12

AMS Response: This issue is no longer applicable.

Action Taken: None required.

USNRC Comment 6: ltem VII.B.13

AMS Response: This issue is no longer applicable.

Action Taken: Section 5.11 of the Radiation Protection Program Plan (Attachment 3 of the revised renewal
application) references procedure No. RSP-015, *Packaging and Transportation of Radioactive Materials”, wherein
the provisions for shipping radioactive materials from the London Road facility are defined.

USNRC Comment 6: Item VII.B.16

AMS Response: This issue is no longer applicable.

Action Taken: No action required.

USNRC Comment 6: ltem VII.B.17

AMS Response: See response to USNRC Comment 6:VILLB.13

Action Taken: See response to USNRC Comment 6:VII.B.13



USNRC Comment 6: ltem VII B 18

AMS Response: This issue is no longer applicable.

Action Taken: Sectior 5.4 of the Radiation Protection Program Plan (Attachment 3 of the revised renewal
application) references procedure No. RSP-010, “Exposure Control”, wherein the provisions for exposure control
are defined. In addition, R3P-012, “Control of Work", describes the means by which AMS intends to implement
Section 5.4.2 of the Radiation Protection Program Plan.

USNRC Comment 7: ltem VIIL.B.1

AMS Response: This issue is no longer applicable.

Action Taken: None required.

USNRC Comment 8: ltem [X.C

d
i
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Pursuant to 10 CFR 34.25(c), if a sealed source exhibits less than 0.005 microcuries of residual surface activity, it
may be used without regard for transferable activity.

Action Taken: RSP-008, “Cmmlof&dwwm'duaibumepmdmfmlukmgwadmm.



oo el UNITED STATES

K "’o‘ NUCLEAR REGULATORY COMMISSION
A e REGION Wi
. H 801 WARRENVILLE ROAD
% & USLE, ILLINOIS 605324351
%, O
“han®

0CT 31 19%

Advanced Medical 3ystems, Inc.
ATTN: David Cesar, Vice President
121 North Eagle Street

Geneva, Ohio 4404)

Dear Mr. Cesar:

We have completed our review of your June 16, 1995 letter of response to our
April 17, 1995 letter, and find that we need additional information and/or
clarification on several issues. Each item below is headed by the section
from which it appears in our April 17 letter.

The difficulty we experienced in the initial review of your application stems
from the fact that inconsistencies occur throughout your application. For
example, many statements made in opening chapters contradicted, or were
inconsistent with, specific ISP procedures. Also, as a general comment, you
made many references to "what nuclear power plants do" in order to Justify
certain procedures and practices. The NRC materials program operates
independently of the reactor program, and is therefore under different policy
and guidelines. Please avoid making comparisons between the two programs.
What may be acceptable and considered standard practice in reactor programs
may not be acceptable in a materials program. Such comparisons were made in
both your initial application for renewal and your June 16 letter.

As a result of discussions between AMS and NRC management, it is our
understanding that you recognize the inconsistencies and problems that exist
in your current application in that it does not reflect the type of program
that currently exists at AMS. Therefore, you requested the opportunity to
resubmit your application in its entirety. We also understand that you will
incorporate the comments below into a new application. Responses to the items
in this letter should be highlighted in your resubmittal to assist us in our
review. If your new application is submitted before you have the opportunity
to incorporate the items addressed below, please then respond to this letter
through either a separate document or modifications to the new application as

appropriate.
e Item 11.8B.

Your response to item I1.B. of our letter states that you "will take
under advisement" our request that you develop an audit program per
20.1101(c). Please be advised that your radiation safety program will
be inspected against Part 20, and we expect that you will audit the
content and implementation of that program as required. Please also
take note that with your intent to build into your program a greater
amount of flexibility to make changes without amending your license, we

Q’}W Leg



Advanced Medical Systems, Inc. -2~

will be more persistent in requiring an audit program that reviews the
activities of the RSO and staff. Please take this into consideration
when rewriting your application for resubmittal.

2. Item III.A.

In Tight of the reopening of the waste disposal site at Barnwell, we
recommend that you take advantage of this opportunity and ship your
waste to this site. Please keep in mind that the NRC does not consider
storage as a substitute for disposal. Other than storage for decay
(currently NRC only authorizes decay-in-storage for radionuclides with
up to 120 day half-l1ife), low level waste should be stored only when
disposal capacity is unavailable and for no longer than is necessary.
Reference IN 90-09 (enclosed).

3. Item IV.

This question is for our information only. We are interested in the
development of your staff and hence, their progression to more advanced
positions. Continual training of staff is often an indicator to the NRC
that a licensee is committed to improving their program. Please
describe your staff development program.

4. Item V.

A.

Please describe the criteria that will be used to determine if
ancillary personnel will be examined to determine their
comprehension of training material they receive.

Item 4.2 is not clear. As we requested, identify the instructors
who will provide training for Isotope Technicians. The statement
that "a trained health physicist and other qualified instructors
shall provide classroom training" is not clear. A "trained health
physicist,” regardless at what level, may not have the knowledge
of the uniqueness of your facility or the duties of an isotope
technician to provide effective training. It appears that an
individual who has been an isotope technician would be a good
candidate as an instructor. Provide names of trainers and their
qualifications.

Item 9 of attachment B (Isotope Technician Exam) implies that the
RSO or designee can authorize a RWP. Define minimum criteria for
naming a designee.



Advanced Medical Systems, Inc. -3-

5. Item VI.

A. Concerning your description of how the hot cell will be used since
AMS will not be manufacturing sources, provide examples of "any
activity related to source handling that can be accomplished by
using the hot cell" as stated in your response te our question.

B. and C. You did not respond to these items. Rather, you referenced
an inspection report in which the ventilation and exhaust
systems and associated sampling systems were reviewed in
detail. Inspection reports are not part of your license.
Therefore, you must provide this information so that it can

be reviewed from a licensing standpoint and incorporated
into your license.

6. Item VII.

You must provide additional information before we can grant your request
for authorization to modify and revise procedures without an amendment .
You must describe the types of things you wish to modify, as well as the
criteria you will follow in determining if a modification/revision can

( be made in-house, or if an amendment will be necessary. For example,

‘ changes to certain aspects of a survey program, bioassay procedures,
core training program, etc., would require an amendment. In addition,
if you wish to pursue this flexibility, we request that changes made
without an amendment be reviewed and approved by the isotope committee.
Please confirm our understanding that Ms. Carol Berger will be a member
of that committee and provide an updated Tist of committee members.

A.l. Please address the second paragraph to this question
concerning the hot cell manipulators.

A.2.e. Modify attachment ¥ such that 2E4 mi/hr is changed to read
2E4 ml/min.

A.2.f. Describe what you mean by exceptional occurrence. There
must be some 1imits set. For example, an exceptional
occurrence may be when the RSO is sick, on vacation, or
otherwise not physically present at the facility.

A.4. Please respond to this question. We realize that Slawinski
and Weber are familiar with security of the buiiding, but
that has nothing to do with the license. Please simply
describe areas where material (including waste) is stored,
and security and postings that are in place.




Advanced Medical Systems, Inc. ~4-

A.6.

B.1.

B.5.

B.7.

B.8.

Our interpretation of statements made on page 42 of your
application was that 100 cpm above background referred to
the upper limit, therefore you would be allowing a certain
level of personnel contamination. Your explanation that you
were referring to the lower limit of detection, and that the
specified 1imit of 100 cpm above background equates to
saying that the contamination 1imit is "none detected above
background," is acceptable.

Use of the word "should" instead of "shall" makes it
difficult for the NRC to conduct a meaningful and effective
inspection. It severely reduces the enforceability of a
license. Procedures that "should" be done, as stated in a
Ticensee’s application, are more often than not indirectly
related to regulatory compliance. For those procedures
which are not directly related to regulatory compliance, and
you feel the word "should" is appropriate, please identify
them and demonstrate why you feel each is appropriate as
written. If such procedures are irrelevant to your program
and have no bearing on regulatory cr.liance, perhaps you
should consider removing them from your application.

As we requested in paragraph 2 to this item of our 4/17
letter, please include in Item 3.3.4.c. (typo in letter) of
ISP-2 a commitment that surveys will be conducted at the end
of each day of use of material. This is common practice in
the materials (non-reactor) industry.

The word “or"as appears in your sentence]is used to
indicate an alternative, that is, as an alternative to
performing monthly safety checks you will perform them any
time there is an abnormal increase on the monitor. As noted
in our April 17 letter, this alternative is not acceptable.
A minimum frequency must be established. Monthly is
acceptable. However, please change the grammar of your
wording to remove the possibility of an alternative to the
monthly check.

Please answer paragraph 2 to this question regarding
calibration of flow meters used with portable air samplers.

As noted in Item VII.A.2.f. above, please address the
exceptional circumstance whereby the RSO may not be present
during all cell entries.

Please modify ISP-11 to make it clear that continuous air
sampling be conducted when work is being done in the hot
cell. The statement in 3.1.4 that an air sample "should" be
taken contradicts your response to VII.B.4.



Advanced Medical Systems, Inc. -5~

B.12.

B.13.

8.16.

B.17.

B.18.

7. Item VIII.
B.1.

8. [tem IX.C.

Item 3.2.3(1) was not clarified as stated in your letter.

To say that “the RSO will schedule briefings and educational
sessions to inform workers of ALARA program efforts when
appropriate” does not provide clarification. Please re-
address this question from our April 17 letter.

You did not answer paragraph no. 1 of Item VII.B.12. of our
letter. Please review this item and submit your response.

Item 3.2.7(a) of ISP-21 discusses the shipment of LSA
material. The shipment of LSA material requires shipping
papers that must include an emergency response telephone
number and an emergency response sheet. It appears that
item 3.2.7(a) is not relevant to this ISP. If you do not
ship LSA material, this section should be removed.

Item 2.5 of ISP-25 still references compaction of solid
radioactive waste. Please delete the reference to
compaction.

Please add a description of emergency procedures that will
be included on a Bill of Lading for shipment of waste as we
requested in question no. VII.B.17.

Please submit criteria that will be used to determine the
need for radiation safety job coverage prior to a worker
entering an area that requires a RWP. Your statement that
determining the need for radiation safety job coverage will
be based upon "sound judgement® of 2 RWP preparer is of
concern to us.

From your response, it is not clear that you actually
contacted local authorities to determine if permiis are
required to store radioactive waste on-site for an extended
period of time. Please contact the appropriate authorities
and inform us as to their response, or confirm that this has
in fact been done.

Describe your basis for choosing 2000 cpm as a threshold for evidence
that a source may or may not be leaking. Could not a source be leaking
if there were 1500 cpm? By simply accepting anything < 2000 cpm as “not
leaking" you may be allowing a source to remain in use that has exceeded
0.005 microcurie.



Advanced Medical Systems, Inc. -6-

We will continue our review of your application upon receipt of this

information. Please reply in duplicate, within 30 days, and refer to Control
Number 97891.

If you have any questions or require clarification on any of the information
stated above, you may contact us at (708) 829-9887.

Sincerely,

Kevin G. Null

Nuclear Materials Licensing Branch
License No.: 34-19089-0]
Docket No.: 030-156055

Enclosure: IK 90-09
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, Northeast Ohio Regional Sewer District

' 4747 East 49th Street « Cuyahoga Heights, Ohio 44125-1011 216+ 641 » 6000 FAX:216-641+8118
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November 30, 1995

David Cesar, Treasurer
Advanced Medical Systems, Inc.
121 North Eagle Street

Geneva, Ohio 44041

Re:  Comments on Proposed Emergency Plan
Dear Mr. Cesar:

1. Your September 21, 1995 version of the proposed Advanced Medical Systems, Inc.
Emergency Plan (“Plan”) was received by the Northeast Ohio Regional Sewer District (“District”
October 2, 1995. Accordingly, the following comments are timely provided pursuant to 10 CFR Part
30.32, which allows offsite response organizations 60 days in which to comment on a proposed
emergency plan. The AMS Response To Comments Jrom Northeast Ohio Regional Sewer District
forwarded with the September 21, 1995 version of the proposed Plan was difficult to follow because

( of your comment numbering system. Each of these District comments on the September 21, 1995
revision is therefore numbered so that no confusion can be created as to what comment is being
referred to in any response hereto.

(The comment numbering by AMS did not appear to directly correspond to the paragraphs
contained in the District’s Comments. Matches of District comments were made to the AMS
enumeration by correlating, for example, AMS’ concurrence with the District’s comment on misuse
of abbreviations in the plan (AMS’ response number 27). This matching appeared to fit, based on

would be numbered 8 to correspond to AMS’ ResponsetoCommemsﬁnmNonheastOhioRegional
Sewer District.)

2. We have attached as Exhibit “A” a June 8, 1995 letter to the District from James L. Caldwell,
Deputy Director of Radiation Safety and Safeguards, indicating that the District was to submit {

comments on AMS’ proposed Plan pursuant to 10 CFR Part 30.32(i)(4). The NRC has confirmed \>
to the District that it has confirmed to you that it has discussed your error in failing to consider the
District’s status as a first emergency responder with your Radiation Safety Officer (“RSO") Robert
Meschter, your attorney Dwight Miller, and your radiological consultant Carol Berger. The NRC

Lo~ st

The mission of the Nertheast Ohio Regional Sewer District is to enhance public heatth andwellare through the efficient, cost-
eflective conveyance and treatment of wastewater. This s acmmplis()ed by anorganization dedicated o prolgss:onahsm,
lairness and consistency that anticipates and responds o the changing environmental needs of the commuanity.




reported that you are henceforth required to recognize the reality that the District is indeed a first
responder as contemplated under applicable federal regulations, and that these comments will be
taken into account as required under 10 CFR Part 30.32. Accordingly, it is an error for your RSO
to state in his September 22, 1995 transmittal letter that the revised Plan is being forwarded merely
as a courtesy; instead, it is a federal requirement.

3. The AMS Response To Comments JSrom Northeast Ohio Regional Sewer District forwarded
with the September 21, 1995 vqsionofﬂxeptopo:ed?hmufonhannmberofamasinwhidnAMS
declared itselfimntmdonwhichitpllnswukenotction.Tbcsemuusofveryseﬁous
coneem,nndwebelievethatyomfnilmtoseckanyexphmﬁonthemonfromthemsuictshows
tnabsenoeofgoodfaithonymrpmtocomplywitbrclmmfedemlregulaﬁonsmdthe
requirements of NRC Regulatory Guide 3.67, Standard Formar and Content for Emergency Plans
Jor Fuel Cycle and Materials Facilities. In particular, it appears to be in violation of Sections 33

4. Comment 52: Is the origin of equipment on which AMS
operates relevant to emergency response? If not, references thereto
should be deleted

AMS Response: AMS does not understand the intent of
this comment. Therefore, no action has been taken.

An emergency plan is intended to provide emergency responders information relevant to
emergency response. Any other information distracts from this purpose and should therefore be
eliminated.

5. Comment 60: In what way are the access controls provided
during (a) an electrical blackout, (b) a telephone service interruption,
or ((c) a combination of (a) and (b)?
AMS Response: AMS does not understand the intent of
this comment. Therefore, no action has been taken.

It is stated in the proposed plan that a number of doors are electrically interlocked. If they
a:etiedintothealannsystcms,udﬁchmknowntobctiedintotelephonesuvice,thmoouldwell
s alarm system failures in the event of telephone system failure. This potential failure raises several
questions that obviously bear on emergency response: (A.) Would such a failure lead to an electrical
locking of any doors? (B.) In the event of a loss of power, would individuais in contaminated areas
controlled by electrical locks be trapped? (C.) In the event of a power failure, is there a means to



enable access to the Hot Cell if a human were inside it, or a
power is lost when the door is open?

means to close the Hot Cell door if

Comment 64: Reference is also made to “remote security
links" between ADT and, presumably, the facility. What backup
Systems exist in the event of a power oulage combined with a
telephone service discontinuity?

AMS Response: AMS does not understand the intent of
this comment. Therefore, no action has been taken. i

It appears that fire and security monitoring for the facility is provided by ordinary telephone
lines, and that the fire and security sensors themselves are powered by ordinary public power lines.
A~cordingly, in the event of a thunderstorm, tornado, or other problem, the facility would not only
be without emergency monitoring, but also without means of emergency communication.

Comment 65: What is the nature of the site security system
that windows on both the first and second floor can remain broken
Jor months at a time and a pick-up truck can breach the parking lot
Jfence and be set on fire in the parking lot without raising alarms or
prompting rapid response?

AMS Response: AMS does not understand the intent of

this comment nor its relevancy to radiological emergencies.
Therefore, no action has been takea.

In large measure, AMS attributes the absence of realistic release modeiling in emergency
planning for the AMS facility to the physical security of the facility. It is clear that the physical
security of the facility has been breached many times without rapid response by AMS, if in fact
AMSbemmeawmofthcbmcMasthcyooamedndLSwfwemeimﬁonhnawdbyAMS
to be distributed about the building, hence any broken window should be a matter of concern.
However.Mndomatthefacimymdnbtokcnmwvuedwithduampemdwdbomﬂformonths

nau'me'urgcmlebmchesofthepaimaafendngmweekmdsgommﬁeedbyAMSunﬁlthe
work week begins on Monday.

8. Comment 91: The Hot Cell is described as having “Numerous
small access ports ... located on the front and side Jfaces of the cell,
and & 20-inch square port opens from each side. " What is meant by
numerous? What is the size of each such “small” access port? In
what manner are these ports sealed, if they are indeed sealed at all?

What is the exact location of each of these access ports? Are



pkciographs or diagrams of these numerous small access ports
available? What is meant by “20-inch square port"? Does that mean
it is 20 inches on each side of a Square opening, or does it mean that
the total area of the port is 20 square inches? Considering the Hot
Cell contains a very large amount of radioactive material, this
information could be very important to emergency responders.

AMS Response: AMS does not understand the
applicability of this comment to emergency response efforts.
Therefore, no action has been taken.

As stated by John Grobe of NRC Region III before the Ohio State Emergency Response
Commission, at least 30 Curies of Cobalt-60 are in unsealed form in the AMS Hot Cell. Severa!
thousand more are contained in sealed form in the Hot Cell. Acoordingly,them:mofopenings into
the Hot Cell are critical to an assessment of whether loose Cobalt-60 could be distributed about the
building byhjghpmsmwawbosesorwbqwmmsofgammmdiaﬁmmbcdpmdmissue
from these ports. '

9. Comment 93: No mention is made of the fact that the new Hot
Cell window was replaced in 1984 because the old one cracked In
what ways does the new design and construction differ from the
earlier model?

AMS Response: AMS does not understand the
applicability of this comment to emergency response efforts.
Therefore, no action has been taken.

As indicated above, much of AMS’ failure to model several radioactive material releases
from its facility is based on an assumption of unimpaired physical integrity of containment means.
InthecaseoftbeHotCellwindow.thisisknowntobeupeciouspmposition.Tbepﬁorwindow
crackedbecauscofswicelectxicity;wmittoaukagain,thesevanldomCuﬁesofCobalt—éO
inmsededformwouldbemble,andmn'ncbmmidenluﬁonwouldbeavﬁhbleforshielding
radiation beams from the several thousand more sealed sources of Cobalt-60 contained in the Hot
Ceﬂ.Bm&eHmCdlhhﬁmmmenninmmdthamblanmuwmfomdlyimm
access to the building.

Moreover, the designer/manufacturer of the window has indicated that should the window
behitbyaﬁrehosewatermeam.itcouldv.wbmk_lhehotceu window designer/manufacturer
would not in any way suggest that it could tolerate such additional pressure, insofar as the window
was already under pressure from the zinc bromide solution itself

10. Comments 96 - 98: The description of the Hot Cell door
operation is unclear. A diagram of the device would be helpful.
The statement is made that the forty-ton door is removable in
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case of bearing failure. Is it removable on an emergency basis? If
not, that fact should be made explicit

Because of the large amount of radioactive material
contained in the Hot Cell, the emergency plan would have to be
updated substantially in the event the Jorty-ton door were in fact
removed for any period of time.

AMS Response: AMS does not understand the
applicability of this comment to emergency response efforts.
Therefore, no action has been taken.

The Hot Cell doouppemtobcaaiﬁcalpanoftbemeansbywhichthcdozensofCuﬁes
of unsealed Cobalt-60 are contained in the Hot Cell itself. It also appears to be an important sheild
against beams of gamma rays. However, it also appears to weigh several tons. Should the door be
removed for any reason, the danger posed to emergency responders would be much higher than
might otherwise be presented. Accordingly, some notice to emergency responders of such removal
would be an important safety notice. ~ :

Also, should the door fail, the same heightened hazards would be presented. Hence, how the
door works and whether there are emergency means by which it can be closed should be conveyed
1o emergency responders to ensure that avoidable exposures are not encountered, and that loose
Cobalt-60 is not released. ]

11. Comment 101 - 105: The Hot Cell door is said to operate
electrically. Is the Hot Cell door provided with an emergency back-
up?

Similarly, is there an emergency back-up to the electrical
interlock for the electric door drive?

There is an indication that switches prevent the operation of
the cell door without a second person present. Is there an emergency
override to enable rescue in an emergency?

The statement regarding shielding for the Hot Cell “The
shielding thickness was chosen as sufficient to handle to largest
sources currently available with complete safety, and to provide
adequate shielding for the larger sources the Juture may require,”
appears inaccurate as il relates to any persons who may enter the
Hot Cell, as it relates to occasions during which the Hot Cell door is
open, and during all times a: which the Hot Cell window may be
compromised.

Moreover, inasmuch as it appears rhat there are a number of
other opening into the Hot Cell of unknown shielding, the statement
that “the Hot Cell is shielded by 5-1/2 feet of concrete, with 1/4-inch
steel plate on the inside faces," is overbroad and should be modified

AMS Response: AMS does not understand the
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applicability of this comment to emergency response efforts.
Therefore, no action has been taken.

As discussed above, the hot Cell door appears to play an important role in preventing the
spread of unsealed Cobalt-60 source material, and in shielding beams of gamma rays. [t would be
of extreme importance to emergency responders to know whether the Hot Cell door can be halted
in an open position in the event of a power failure.

Even if power is not lost, it would also be important to know how to operate the Hot Cell
door in the absence of AMS employees in the event that such employees were unconscious or
othexwisembletolssistinmcuingpemonswhomaybeintbeHotCellorinsecming'thcHot
Cell.

As to the District comment on the adequacy of shielding, it is clear that openings do not
provide shielding. It is also obvious that an open Hot Cell door does not provide shielding to the
same extent that a closed door does. Consequently, the assumption that shielding is adequate is
inappropriate for the occasions when the door is open and may become stuck in that position.

As AMS does not provide information about emergency backup power to close the door in
theevemofapowu-faﬂm,orforsalingtheapmvemaininginthceventofbreakagcofmcﬂot
Cell window, such arrangements should be made or all Cobalt-60 should be removed from the Hot
Cell.

12. Comment 106 - 108: The statement that “the Hot Cell does
not contain any flammable material” conflicts with statements by the
NRC to the effect that one paint-can-full of flammable material may
be present in the Hot Cell.

The first two paragraphs of section 1.2.4 does not assist
emergency responders and should be deleted.

The first sentence of the third paragraph of section 1.2.4
appears misleading. There are residential areas right next door to the
Jacility. The phrase “within a block of the facility” may mislead
emergency responders into believing they have a greater margin of
safety than is the case.

AMS Response: AMS does not understand the
applicability of this comment to emergency response efforts.
Therefore, no action has been taken.

Acs.ording to statements made by John Grobe of NR.C Region 111, up to one paint-can-full
of flammable material may be present in the Hot Cell. As there is also abundant Cobalt-60 in
unsealed form, a fire involving this one paint-can-full of flammable material could well generate
smoke, which could in tum carry loose Cobalt-60 into other parts of the building or to the
environment.

As indicated above, information in the proposed plan that does not actually bear on
emergency preparedness or emergency response should be eliminated as a distraction.
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Finally, the proximity of the facility to residents is an important factor in emergency

response, since it is principally for those residents that the emergency responders have undertaken
their duties.

13. Comment 122 - 127: What is the schedule Jor testing the
emergency generator?

The erergency generator apparently provides power only to
“air handling equipment, the monitoring facilities and the liguid
waste facilities"” and the “emergency lighting system". What liguid
waste facilitics require emergency power? Are all aspects of air
handling provided with emergency power? What monitoring facilities
are provided with power?

Does the phrase “monitoring facilities” also include gamma
alarm systems? If so, please make that clear. If not, they should be
included. .

Why are electrical door interlocks not included in list for
emergency power back-up? What other systems are left without back-
up by the gas burning emergency generator?

What is the inspection schedule for the natural gas emergency
generator? In what way are the results of such inspection logged? At
the time of inspection, is the Fire Department given the opportunity
to observe and/or certify the results of such inspection?

In the final paragraph beginning on page 1-6, what devices
are included in “all safety and monitor devices"?

AMS Response: AMS does not understand the
applicability of this comment to emergency response efforts.
Therefore, no action has been taken.

The reliability ofemergencybackupdevioesatAMSisofgrutimponmoctoacnn] first
respondm,asitisknownthnAMShubeendtedinmepastforfaﬂunwmainuinitsbackup
generator. Regular testing is an obvious demonstration of reliability.

Fmtha.theequipmentthnemagmcypowamnymchuinthemtthnthcbachxp
genumdoe;wod:ismimpmmﬁdminmgmeymponu?ma&ample.hismtclwm
electricdoorlocksmgammaalnmsmpmvidedwithbachxppowa,hmoeitisnotclwwhat
access responders will have to given areas of the facility, or whether actual radiation hazards may
be present.

meingwhmodmsysm-%ahaformmforbnwddaecﬁon/wmunicaﬁon—
are not powered by the backup generator will help responders plan what equipment they will need
&l a particular part of the building and how to get there.

14. Comment 130 - 137: Is the “Storage Garden" the same as the
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“Isotope Garden" shown on Figure 1-10? Only one designation
should be used to reduce chance of confusion

Description is made of the “Storage Garden" and how its
shielding could be improved Why has shielding not been maximized?

What is the nature of waterproofing for the Storage Garden
and Irradiation Facility?

Why is there an Irradiation Facility contemplated in the plan
when no provision therefor may be found in the present AMS NRC
license and irradiation is not a use of radioactive materials for which
AMS is licensed?

Reference is made to a “well drilling point " that extends to
the basement floor level beneath each manmhole cover so that
temporary additional shielding may be obtained by flooding the voids
of the sond with water. What is meani by “well drilling point"?
Under what circumsiances would such additional ‘temporary
shielaing be necessary?

No manhole covers are depicted on any of the facility
drawings; please supply. To what do these manholes connect?

The statement is made that, “If storage needs ever reguire it,
the rooms can be emptied and filled with concrete, steel shot or other
highe: density material. " What storage needs would create such a
requirement?

Inasmuch as AMS contemplates the use of concrete for
shielding and storage purposes in this context, AMS should consider
covering the laose Cobalt-60 waste on the bottom of the Waste Hold-
Up Tank (“WHUT") room with concrete to immobiiize that loose
Cobalt waste powder and/or sludge.

AMS Response: AMS does not understand the
applicability of this comment to emergency response effoxts.

Theuseofimonsiﬂemdeﬁgnlﬁomofhﬁldingmmludwemﬁ:ﬁmmdmdehys
in response, thus aggravating dangers posed.

As the Storage Garden possess many thousand Curies of Cobali-60, it presents a significant
Mmmmmkmmmymmuhhpﬁ&mﬁdﬁngfamkmmbe
improved, it should be done so. Anywhere that risks can be minimized or eliminated, it should be
done so.

As a principle mode of distribution of radioactive materials about the AMS facility has been
wnterbomemspomtbcnltureofmterptooﬁngofmbxowntoharbormousandsofCuﬁesof
Cobalt-60 is important to emergency responders. If, for example, the waterproofing is shoddy, plans
should be put in place to enable fire fighters to avoid allowing water runoff to enter such areas.

As to the District’s comment on the existence of an Irradiation Facility, it is important to
know if AMS is using its radioactive materials in ways not contemplated by its NRC license. The
NRC license to AMS clearly does not contemplate irradiation, hence reference thereto appears to be
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surplusage that should be eliminated from the proposed emergency plan.
References to the well drilling points and manholes are made, indicating that undisclosed
pathways for fire control runoff exist. Further information on such pathways would enable

Region I1I Objectives/Strategy Concerning Advanced Medical Systems, Inc. (AMS) 34-19089-01 s
a copy of which is attached hereto, paragraph (B)(3) (“solidification in concrete™)), but the NRC
never followed up on the idea. While removing Cobalt-60 to a proper nuclear waste facility is an
nbvious and available option, immobilizing the Cobalt-60 contamination in concrete is an
immediately implementable means of minimizing risks associated with this loose Cobalt-60.

states “No longer applicable, comment unrelated to emergency response issues, comment is
unintelligible, comrment indicates a lack of understanding of the issue, or no response
required.” Some, but certainly not all, of the comments appear to have been read, but very few
appear to have been acted on.

This type of comment is unfortunate, as it does not allow the District to determine whether
AMS is ignorant as to basic emergency response issues, or is merely unwilling to implement basic
tmergency response practices. The District is thus compelled to comment upon the September 21,
1995 version of the proposed Plan in toto, rather than merely commenting upon those areas adjusted
by AMS. This is poor nractice on the part of AMS, inasmucbasitwaswsmemoumofunexgency
responders.

16.  Inasmuch as your responses to our prior comments were substantively insufficient, the
entirety thereof are incorporatec by reference as though fully set forth herein. You are urged to
mviewthepﬁorwmmmtsagnin.bewzseoftheirimpo:mto maintaining the personal safety of
AMS workers and others. For example, to the extent that any preventable accident scenario could
impact the efficacy with which the RSO can assist emergency responders, any emergency can have
radiological overtones.

17.  Itis noted that in the upper right-hand come: of the September 21, 1995 version of the plan
that it is deemed "Revision 0". This is false, as the transmittal letter itself bears out. Insofar as the
revisions of the proposed plan reflect the degree to which AMS understands emergency response and



emergency preparedness issues, the proper revision number should be included. Proper revision
information may also be requ