MASSACHUSETTS GENERAL HOSPITAL

| ROBERT BUCHANAN MDD
General Director

Boston, 02114 8 2
Telephone (617) 726.° 3 6,.. Cable Address “Massgenral’

October 31, 1990

U, S. Kuclear Regulatory Commission

Region |

Division of Radiation Safety and Safequards
475 Alendale Road

King of Prussia, PA 19406

Subject: Inspection #90.001
Attn: Mohamed M, Shanbaky
Gentlemen,

We are responding herewith to your letter dated October 3, 1990
and the attached Appendix A, Notice of Violation, which 1ists three
(3) violations,

Cur response consists of two parts: A, comments on the third
paragraph on page 1 of your letter regarding uncorrected violations;
and B, responses to each of the alleged violations including cor-
;ective steps as specified in the last paragraph on page 4 of your

etter

These two parts are appended to this letter of response,

Yours sincerely,

S e

M, Sp1cer
Assistant General Director for
Safety and Regulation

EWW/bh
Enc,

9&8227%‘0 910211
20-03814 -eo PDR

Operated by The General Hospital Corporation in Boston

A Nonprofit Institution » An Equal Opportunity Employer
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HARVARD UNIVERSITY
RADIATION SAFETY OFFICE

Criteria for Reporting Swipe Results.
1oodpn Or greater: include results in the survey report.

1000dpm or greater: report the result to the appropriate
Radiation safety office and to the investigator in DPM,
Include the swipe results in YOUr survey report. Note
ir the survey report that the Radixtion safety Office and
investigator have been notified.

10,000dpm or greater: report the result imnmediately, in
DFM, to the appropriate Radiation safety office, and the
investigator. Enter the initial Survey separately from
the follow up survey. Perform a follow up survey. When
entering this survey note it as a follow up to swipe
results with high pesitive readings. Alsc note in the
ourv:¥ report that the RSO and investigator have been
notified.

DPM calculation: CPM = DPM
Eft



Procedure 200 revision 2 Page 8
Procedures for Conducting a Laboratory survey September 4, 1989

11.27

11.28

11.29

11.30

Survey areas of the laboratory that are designated for
radicactive use, including but not limited to: benches,
¢entrifuges, incubators, hoods, liquid scintillation
counters, refrigerators, and sinks. If you £find any
readings from a sink drain, without a corresponding sink
disposal entry, refer to Appendix 1 to determine if you
have found a violation. 1If you find smaller items such
as glassware or pipettors that give above background
readings, and are unlabelled, attach a "radicactive" tape
label. This will help to keep contaminated equipment out
of areas where radicactivity is not wused. If you
determine that radicactive items have Dheen left
unlabelled and unattended for at least 8 hours, refer to
Appendix 2 and cite the viclation: Radioactive Materiails
Not Labelled.

Survey areas of the laboratory that are not used for
radiocactive work, including but not limited to floors,
desks, door handles, sink handles and phones, trash
cans. Use a Nal probe to monitor sink drains and trash
cans. If you find any readings above background from
materials in the conventicnal trash, refer to Appendix
I. Ensure that Time, Distance and Shielding are being
used to limit your exposury. Remind workers to limit
their time near the source, and to increase their
distance from the source. Ensure proper shielding 1is
being used in all directions that can result in exposure
of laboratory personnel.

If you find a reading above Background that may be the
result of contamination rather tian specific scurces,
check for removable contamination by wiping the area with
a4 prece of paper towel and reading tre swipe with your
meter. If you get a reading ask laboratery pereconnel to
¢clean up the removable contamination. Dispose ¢f the
paper towel in the radicactive trash. Any nonremovable
contamination must Dbe shielded and labelled as
radioactive. Record on your survey sheec any actions
you've taken or any actions taken by laborateory
pérscnnel, such as decontaminating or shielding.

Check for removable radicactive contamination using wipe
tests.

11.30.1 Label a coin envelope with the laboratory room
number.

11.30.2 Remove the swipes from the envelope.

21.30.3 The number of swipes taken in a laboratory
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1.3

11.30.4

11.30.5

11.30.6

11.30.7

depends on the size of the laboratory, the
frequency of the survey, and levels of
contamination typically detected. Swipes will
include items represeéenting both "radicactive-
use” and '"nonradiocactive-use'" areas. Four
gwipes is an average but some rooms may require
fewer or greater than four. For example, rooms
with only one or twe pieces ©of equipment may
require only 2 swipes, while roomes with 8 bench
areas may require 2 swipes. Use your Dbest
judgement to insure the lad has heen evaluated
adeguately.

Using a Whatman #1 4 .25 ¢cm £1lter paper (swipe)
hold the edge Dbetween your thumb and index
finger, draw the filter paper with the numbered
side up across the surface to be tested in a
smooth sweeping action pressing lightly against
the surface. The area swipec is not limited
to & certain value, but it should be greater
than 100 ¢m.

Fold each swipe in half, with the potentially
contaminated side folded to the ingide, and put
it back in the ¢coin envelope.

Hold the envelope in front ©f your prodbe to
check for a dose rate coming through., 1If you
40 not pick up a reading, continue. If you do
pick up a reading, place the envelcope in your
briefcase to be returned to EH&AS. Go back to
survey the areas you swiped, checking for
removable contamination. Refer back to the
Sections 8.10.2 and 8,10.3 in these Procedures.
Do not swipe an areas of known contamination.

Record each swipe on your survey sheet,
indicating the actual item swiped, and its
corresponding reference point number taken from
that lak's Reference Point Map. It should be
noted that a swipe is not limited to one RF

point.

Change 8ink Disposal Records (Form 200.2) that are halgf
full or are more than 2 months old. change all sink
disposal records in December.

11.31.1

Make sure that the permit holdere name, bldg,
series code, and room number are properly
recorded on form 200.2.






Summary record of thyroid cancer treatments
and attendance for thyroid scans

ﬂ(vtac{-mu\‘t f“{

c Ry g Physician Received § Sadtnts Bahos o

1/10/90 No 1/12 (A)

1/16/90 No 1/18 (A) 1/18 (M)

1/23/90 No 1/24 (A) 1/24 (M)

2/5/90 No 2/28 (A) 2/28 (M)

3/6/90 No 4/4 (A) 4/4 (M)

4/9/90 No None

4/11/90 No 4/25 (A) 4/258 (M)

§/2/90 No None

5/16/90 Yes (5/31) 5/18 (A) 5/18 (M)
6/1(A) 6/1 (M)

6/6/90 Yes None

6/13/90 Yes (A) {no date) 6/15/ (M)

7/10/90 No None

7/18/90 Yes 7/20 (A) 7/20 (M)

7:28/90 Yes (A) (no date)

7/25/90 No (A) (no date)

8/6/90 Yes (A) (no date)

(k) and (M) are Thyroid Unit technologists
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MASSACHUSETTS GENERAL HOSPITAL

| RCUERT BUCHANAN M.D
General Director

Beston, 02114 i
Telephone (617) 726. 8326 Cable Address "Massy, “nral”

Pugust 31, 1990

To: Thyroid Unit Staff A,

From: Chairman, Radiation Safety Committee ~ 2 °

Subject: Thyroid scans are mandatory after administration of large therapy doses
[> 0 mt1 for Rx thyroid cancer

During the inspectinn by the Nuclear Regulatory Commission from August 13 to
August 15, 1990, 1¢ was observed that there were no records of thyroid gland assays
{for 1<131) having been performed in the period January 1, 1990 through May 5, 1990
on the physicians involved in thyroid cancer therapy with doses in the range
75+150 mC1 of 1-131 (and also during the preceding & month period), The records
yver this extended period also indicated that there were a few missing records
for the Thyroid Unit technologists whoae involved in preparation and admini-
stration of these doses, As a consequence it is almost certain that the Hospital
will be cited for a violation of NRC regulations, although the claim has not yet
been received. Two regulatory points must be brought to your attention,

I. Title 1C, Part 35 of NRC Regulations: Item 35,315(a)(8) as follows:

"Measure the thyroid burden of each individual who helped prepare or administer
a dosage of lodine-131 within three days after administering the dose, and
retain for the period required by 20,40(c)(1) a record of each thyroid

burden measured, an* _he initials of the individual who made the measurements,"

11, Condition #1 of the Human Use Permit #89.087 issued to the Thyroid Unit which
states "Any person preparing materials containing 30 mCi or more of 1131
must have a thyroid assay within 3 days by arrangement with the Radiation
Safety Office, ext, 6-2425,

The record shows that attendance for thyroid assays in the period since May
16, 1990 has been reasonably good (but not perfect)., 1 attach a summary record
which I have prepared for the period 1/1/90 through 8/6/90, which shows the
deficiencies,

I cannct emphasize enough that the above rules must be followed, If further
delir j.encies are observed the Radiation Safety Office will issue internal MGH
violations, which could result in a permit suspension after 3 such violations,

EWW/bh
Attachments

Operated by The General Hospital Corporation in Boston

A Nonprofit Institution * An Equal Opportanity Employer



MASSACHUSETTS GENERAL HOSPITAL

| ROBERT BUCHANAN M.D
General Director

Boston, 02114 pang
Telephone (617) 726 2500 Cable Address “Massgenral’

September 18, 1990

To: Thyroid Laboratory Technicians o

‘g [’/' p
From: Acting Radiation Safety Officer
Subject: Attendance for I.] ; "hyroid Scans

Michele Celellop has mentioned to me that she has emrhasized
to you soon after the recent NRC inspection that thyro'd scans
are required by the NRC within 3 days of preparing/administering
a dose of 1-131 for cancer therapy. [ would like to add my own
uging to you and anybody else in your laboratery who handles 1-131
routinely to attend for thyroid scans on a once per week basis (for
example every Thursday), Thursday s a good day because 1t 1§ 3
days away from an I«13]1 therapy which could be done on a Monday.
Please call Michele Celello to arrange this (6.2425),

EWW/bh
Attachment

¢cc: M, Celello
R, Johnson

Operated by The General Hospital Corporation in Boston

A Nonpro®t Institution *» An Equal Opportunity Employer



‘ ”’}.'::ffil'\mru( ﬂ?

MGH
SAFETY

Radiopharmaceutical Therapy |
| DEPARTHENT |

I-131

P.t‘.nt N.'.’--’--‘-------- --------- D.‘.'-.'ﬂw‘ T

.uilding'--ﬂ--ﬁ------ ...... W 'oon'--- '''''' - W - —

’hy.ici.n, W R W T S R - —— - Tlm.‘M-ﬁﬂ-—.v-‘ﬁ-‘----‘~~»--ﬁ“—-
Nurse: e G o A T L 5 e L o0 TR Initiel Activi’y (mCl) . v

PUERABAREAIST v Sl el L e e Instrument: ______._._ P BB
SURVEYS(mR/h)

I o e e Initials:
Doer Closed ) __ . s DT OPONBU Il -
R T I e e e IRLRA0L ABRAVIRY o nnncsmans s

- ———— - -

-

Date: AR R A i e

- .-

Door Closed: __._ .o DB PN et e
1 Meter: Activity Remaminang:

- -~ - ——— -

- e S S S R S S S R A B e e R -

Initialm:

D""n--‘-------------m- -~ -

Door Closed: DOOY OPONR . i LR

T e T v T (R Rt Activiiy Remainingt . . L
D.t.'----’-ﬂ--‘-’-‘-—‘-- In‘tx.l.‘--‘ ...... R - -

Door Clesedt _ .. es i RS MEENREE o L e i
1 Meter:

- ——— -

- — S M S S - —— -

Thyroid Scene: Date______._ Physicien ________ . nCi Initiels______ _
( Within ) Date_ ... Thyroid Teeh _____.nCi Initiels______._

( 72 Hre ) Date RS Teeh ____....nCi Instisle___....

Wipe Test: (net dpmms) Fixed Contamination: (<0, SmR/h)

B b e L e s ¥ Rl I R T TR e T T
B e R L e Bl oty Lel R T S B
T WS RIEERTRE | IRT et S e A A S R T
b RTINS | e e B e s P

Room Scetch Room Scetch

Check vhen Completed:
Nurse Manager notified room is cleared _____ R SR U LA

Room closed for further Decontamination __ ___ .. eeun

thvrmat, frm




iwl!y,l)/?bﬂc MG LS Ry oo :

. 1D x 3 ~ 94

SN N SR T L ) %_L%.AL___J)_._QM"‘

i Por o

S SEEE——

-

BHINIWHVLLY




' 1 ’ o

MASSACHUSETTS GENEFIAL HOSPITAL

OPERATED BY THE GENERAL HOSPITAL CORPORATION IN BOSTON

/
f

VIVIOaN
24
VR M

- v

: Ko

MOSRCHUSETTS GENERAL nMUSPILITARL

14 INNERBELT KL K

fmel -

SUMERVILLE MM Cdd &

' ATTENTION REQUESTOR

- y I8 Y
ATTNG Mo EMST NUCLEARR MEL Far wen a
& el ¢
TC y " ’ DE . eCRING W
r -,T;N Yl 4N WAL E MWD . WAT ¢+ L & " 4
@ LeIOY
O VILLAGE GATE ROARL . bisve
¢
CANTON MM 0elcd w
G NQTE: ¢4 es are oot
' v b o p ad
Y. § s N
4
[T TNEY B SR T EIE SRR I TN i KUVES ¥
2 X -2 - % e & 2 7 ; A g y )
b e 1% 20c/=2 QU8/¢3/%0 D LHRFULTRANE ADVISE T SV
Sme o P~ TEIRITTEOCOTITIL . SRS - oy e S i
W AN 2] A ’ A) 8] 1 A 1
bens
.~ \ \ f ‘ r " e i 4 |
P . Y6 - - v & 2 ¢ ] " y y .
01 I EA I=HIS50/PBAC LARGE IUDINE mHOUL 18"Alo"Kce dqa2V UL 4400 UG
| 4
wlTH RS MM EGWUIV LERD ACRYLIC FRUNT
PER QUUTE ®ANuU=Z/¢
T
*HUB WILKINSUNN®
3 \
™ ! L , » r
. Ve FUB JRIGINGs FRELIGHE "{;Pnly‘ * MU
\
-
N e NG
TOY d1450,0C
’
KEMAKKO™ KEW NQ= Kik7 a0
u

& RECEIVING INSTRUCTIONS i
PLEASE CHECK RECREIVINGS AGAINST PACKING § B FC -

REPCRT « SHORTAGES BY TELEPHONE TO MATERIALS MANAGEWENT RECE G >

REPORT - DAMAGEL !

es FOR & R

GOODSE EALL PACKAGING MATERIALS




Eei the tesord

Oetober 30, 1990

UPDATE ON IODINATION AGLOD INVESTIGATION

Nuclear Medicine, MGH-East

B.¥W.: 12.6nCi 10-30-90 (I-12%)
N.N. 2.6nCi 10-30-90 (I-122)

The lead sheets covering on the vents vere removend on
."lﬁ°’°l

The hood air flov has been re-measured by the Maintenance
Department of MGH-Eest. 7'e flov rate vas 100 LFM. 1In
sddition the Mini-hood arrived on October 29,

B.¥. ves gaven a vritten iodination procedure and instructed
not 40 lean inte the hooud vhile vorking and to lover the sash
belov the breathing zone (12%).

N.N. vuae observed by Dr., K. &nd instructed to decrease
movement in the hood and place the wsource (I1-123° further
back into the hood.

Charcoal traps were purchassed to vent viale. Sharpe are no
longer stored in hood,.

=
: s

“ﬂ@ngdﬂ;Ei—}//CjZJzilﬁﬁg

Michele J, Celella

Assistant Redietion Safety Officer



IODINATION HOOD Ti'\v.LY JOATION

August 10, 1990

Strauss/Khavw, MOH-East, 5th floor

8-9+90 Bob Wilkinson 90.2 nCi

8-9-90 Nensie N esif 30.6 nCi

81090 Bob Wilkinson vas suspended from using iodine for
on® month,

Flov rate: Checked by Air Systems Services
scheduled for 8-9-90.

Suggested: Mini-hood (Atlantic Nuclear)
Charcoal trapes for vial (NEN)
Charcoal traps for liguid vaste

Bricks in hood may be casusing turbulance; these vill be
removed and & mini-hood vwith & front panel of leaded acrylic

vill be installed.
Liguid vaste vill also be removed on Monday, August 13, 1990.

Wipe tests vere performec on the hood on August 10, 1990,
The nood was then decomtaminated. Meter surveys are done
ir this lab on & daily basis. Wipe temts are done veekly.

Michel. J. Celello

P.S. 8-20+~90
The nev miasihood for installatian in the MGH-€+9 hood
vag finally ordered today.
M3C



MASSACHUSETTS GENERAL HOSPITAL

Readistion Safety QOffi e

REQUIRED I0DINAT

TICN PROCCDURE

All iodinetione must be done 1n an approved iodination hoad,
Hoode must be under neQative pressure vith a face velocity of
90 11C LFAN.

Fill ir the log book *n your lak
Never lesve the hood from steart to finish during an iodinetion.
Have all #quipment in the hood before hand. Monitor the hood

before you begin Lo ensure there 18 no contamination,

Keep large objecte our 0of the hood since they may creete
turbulance Lead braicks are not recommended.

Use absorbent pads tO minimize contamination
Wear a lab coat, double gloves and any required dosimeters.
Maximize your distance from the source and minimize time spent.

(A ImCi I-12%5 pource unshielded will read 0.7 mR/hr at 1 ft.
a chest x-rey ise 20 mR).

’

Minimize the evolution of radiciodine consistent with proper pH
and terperaturee. Cap all open containers after the resction.
Enter the viai through the septum whenever possible. Caarcoal
treps may be used to v the vial 1if uncapping 18 NECeeB&Iy.

Double bag all dry vaste and dispose in radicactive drums. Ligquad
v.ate may be poured down the sink in accordance with sink limits,

In ti® event of a power “21ilure or arge spill during an
iodination: hold breath cuntain the spill with chercoel/abesorbent
mixture, close the hood, evacuate yourself and personnel from the

room. Close the lab door and notify the Radiation Safety Office
immediately (x6-2428)

After the iodination, monitor hands, leab coat, hood and equipment
thoroughly. Any radioiodine that adheres to the hood, may still
be released. A Nal probe is recommended for wanitoring.

Have your thyroid scanned by appointment with the Rediation Safety
Off.oe (Weet Ena House-Basemnent). If you perform iodinationes

with I-12% you must have your thyroid scanned within one month; for
[-131 within 72 bours, and for I-123 within 24 hours., Nonthly
thyro.d scane are scheduled the last Wednesday of each month
in Boston and the last Friday of each month in Charlestown

r
I
Sth floorx




