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Dtgartmom of Dafense

Radiation sriments Command Centar
6801 Telegraph Road

Alexandria, Virginia 22310-3338

Capt Rick La¥ontaine

Undersca Medicine and Radiation Health
Bureau of Medicine and Surgery

2300 E Street, NW

‘Wasghington, DC 20372

Over the last several months, the RECC has been in the process of preparing Volume 2 of the

book for final layout. During this process, we discovered a few probl t need Py _
attention. Jpis unclear form the documentation for events NNMC-025- NHPEN-00Z, ONR-31,~
and ONR<32 that the study actually took place. Plesse review the materials and determine if the
study was petformed. In additian, it is unclear if event NMRU2-14 involved apy radiation
exposures. Please review the documentation and determine what the radiation exposurs was, if
any.

We request that you ptovide a response by Friday, 9 May 1997, If you have any questions,

contact Don Williars (703) 749-8754 or Chris Mahoney (703) 917-5439. Thank you for your
assistance with this matter,

FOR THE DIRECTOR:

s ﬁf“’b

OPTIONAL FORM 96 (7-80)
FAX TRANSMITTAL # of pagee b

Te From
APT  Mendetoall.  |COT LA FOMDAWE

Dapt/Agency Phone §
(Aga) 762.-3494

Fax # Fax #

Lo\ 2988981 [ () 25207
NEN 7840-071-917-7368 5089103 GENERAL SERVIGES ADMINISTRATION




MRY-B7-1997

16:83 NARUAL DOSIMETRY CENTER 381 295 5981

Study # NHPEN-02: Clinical Study of Intraocular Lenses
Location: NH Pensacola
Date; Unknown

Primary
Researchers: E. A Novak

Spousors: N/A

Human
Subjects: O patients - special ¢lass of patients is N/A

Purpose: To assess the risk of using intraocular lens to replace the crystalline lens following
cataract surgery. by maintaining preoperative, operative and postoperative records to allow
evaluation of adverse effects

Category: Other

Records: NH Pensacola

Classification: Unclassified
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RADIOISOTOPIC DETERMINATION OF GLOMERU-
LAR FILTRATION RATE (GFR) AND EFFECTIVE
RENAL PLASMA FLOW (ERPF). G.J. Weir, Jr.
Naval Hospital, Great Lakes.

Determination ot ERPF has not become a common
clinical aid because of the difficulty of chemical deter-
minations of para-aminohippuran. Clinical GFR de-
terminations are approximated by c¢reatinine clearance
because of similar problems with inulin, This necessi-

mination of ERPF and GFR, aione or simultanecusly,
trom the plasma disappearance curves of radioactive
compounds, No urine collections are necessary, A sin-
gle injection of the radioactive compound is utilized.

" Determinations require approximately two hours of
patient time and six biood samples at specified times
following injection,

Using this technique 25 measurements were made on
17 normal people. ERPF was 561 £ 115 mi/min {mean
+ standard deviations), GFR 190 ¥ 47 ml/min [both

i values corrected to 173 m2 bogdy surface area).

CICC 2-13-009
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(& THE ROLE OF THYROTROPHIC HORMONE (TSH)
IN SIMPLE AND MULTINODULAR GOITER AND iN
THYROID CARCINOMA. G.J. Weir, Jr. and R.W.
Spath. Naval Hospital, Great Lakes,

A radioimmunoassay for TSH is being developed and
will be used to evaluate the role of TSH in the patho-
genesis of goiter and to evaluate the efficagy of thyroid
replacement therapy.

Arrangements have been completed for the principal
investigator and a technician to legrn the technique of
TSH radiotmmunoassay at a laboratory currently per-
forming the study. Serum samples from patients with
goiter and thyrotoxicosis have been saved for future
analysis.

CICC 2-13-013

» DIAGNQOSIS OF EARLY ARTHRITIS BY JOINT
SCINTIPHOTOGRAPHY. G.J. Weir, Jr. and R.H.
Easterday. Naval Hospital, Great Lakes.

Joint scintiphotography 88mTechnetium pertechne.
tate gemonstrates nonspecific zbnormealities in joints
invalved witt grthritic conations, Tne pattere of joet

scintiohotography n eerly grihnits 16 being eveluated,

Studies of normal jonis in £anents undercong brain

scanning reveals 3 pattern of ralative tack ¢f activity in

tates 24-hour urine collections, an error-prone procedure,
A technique has been developed which permits deter-

r.y4/15
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the proximal palm and in the knee joint region imme
ately following injection of pertechnetate. At 30
utes postinjection the pattern of activity is more hot
geneous,

CIiCC 2-13:014
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DIAGNOSIS OF URINARY TRACT OBSTRUCTION. %
BY SCINTIPHOTOGRAPHY. Gu. Weir, Jr.; K.R.
Hutchins and J.E. Keeton, Naval Hospital, Great Lakes

The possibility of diagnosing and localizing urinary""
tract obstruction by scintiphotography, especially us;
newer agents with high photon flux is being evaluated.:

Scintiphotographs of the kidneys are obtained for
up 1o two hours following the injection of 131 .
Hippuran and/or 98MT iron ascorbate acid complex.
The s¢intiphotographs are evaluated without knowledge:
of the clinical status of the patient. In addition to -
routine scintiphotography, a Super-8 movie camera is -
being evaluated as a recording medium. Two patients .
have been studied to date. In one a ureteropelvic junce,
tion obstruction was correctly diagnosed from routine
Polaroid scintiphotos. Renography and renal scinti-
photography were normal on the second pstient. In-
travenous pyelography was also narmal and the final
diagnosis excluded urinary tract obstruction.

CiCC 2-13.077
.)}\"“‘
“:.‘DYNAMIC SCINTIPHOTOGRAPHY IN THE EVALU-
ATION OF RENAL DISEASE. G.J. Weir, Jr. Naval

Hospital, Great Lakes.

Dynamic scintiphotography using a variety of radio-
nuclides including 99™Technetium pertechnetate, 13N
Hippuran and 99MTc.iron ascorbate complex may be
of value in differentiating renal c¢ysts and tumors and

in evaluating renal parenchymal disease. Studies are

being performed using a persistence scope attachment

to the gamma camera and 8-mm film. The equipment 4
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has just been installed. E
In one patient studied using routine scintiphotog-

raphy an inflammatory mass was present as an ares of

decreased activity using both 131 I-Hippuran and the 1

99mMTe.icon escorbate complex.

CICC 2-13-018 L
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#
Studv #NNMC-25: The Role of Thyrotrophic Hormone (TSH) in Simple and Multi
Nodular Goiter and Thyroid Carcinoma.

Location: Naval Hospital Great Lakes
Date: 1972

Primary
Researchers: G. J. Weir , RW. Spath

Sponsors: Dr. J. F. Wilber, Northwestern University

Human
Subhjccts: None, in vitro study

Purpose: To develop a radioimmunoassay for TSH to cvaluate the role of TSH in the
pathogcnesis of goiter and to evaluate the efficacy of thyroid replacement therapy.

Category: Other, Clinical Research
Records: U. S, Navy Medicine, Vol. 59 No. 6, June 1972

Classification: Unclassificd
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BACKGROUND AND QBJECTIVES OF PROPOSED RESEARCH PROGRAM

The use of intraocular lenses to replace the ¢rystalline lens following
cataract surgery was incroduced in England by Ridley in 1949. Initially,
intraocular lenses were received with great enthusiasm; however, because
of their large size and heavy weight, numerous complications with these
original lenses soon began appearing. It is estimated that 23% of the
original Ridley lenses had to be removed. This high tailure rate very
quickly led to the abandonment of intraocular lenses.

Throughout the world the idea of replacing the crystalline lens with some
form of intraocular lens, notwithstanding the failure rate of Ridley,
remained a2 very artractive concept. More and more researchers looked at
the 75% success rate of Ridley rather than his 25% failure rate. In
doing so, they began to develop smaller, thinner and lighter intraocular
lenses.

It is estimated that these newer lens designs coupled with improved surgical
techniques have been successfully used in over 100,000 cases. As a result,
these patients have cnjoyed the henefits of more normal vision without the
encumbrances normally associated with cataract surgery, In effect, these
paticents enjoy a visual quality of life approaching that enjoyed prior to
their development of cataracts. As a result of the above, intraocular lenses
have enjoyed an ever-increasing popularity with both the patients and
ophthalmological ¢ommunity. These newer lens designs have not, however,

been free of problems. There have been isolated reports of complications

and in some instances, severe adverse reactions neccssitating removal of

the intraocular lens from the eve. However, without precise corresponding
information on the occurrence of these adverse reactions, it is impossible

10 axscess reasonably the risk associated with intraocular lens implantation
as compared with non-implanted surgery.

In this context, the objectives of the proposed research program are as
follows:

1) To determine postoperative visual acuity of patients receiving an
intraocular lens, and compare these results with those of a control
group of patients who undergo cutaract surgery but do not receive
an intraocular lens;

2} To describe the occurrence and time course of post-operative ocular
complications and adverse reactions both for intraccular lens
implant subjects and for control subjects;

>} To compare the occurrence of adverse reactions and ocular compli-
¢ations in the implant group and in the control group, in order
to delineate any significant differences;

1) To describe the occurrence of postoperative lens complications
for the implant proup, and their relationship to ocular complications;

(116)
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S) Toi engy subgroups within the implant study population that
are at "high risk" of particular complications, as compared to
the control group.

ek

In order to accomplish these research objectives, a clinical trial design,
based on the guidelines recommended by the FD\ Ophthalmic Advisory Panel,
has bran ceveloped. The clinical trial design incorporates the Core Inves-
tigat /Adjunct Safety Study concept previously reviewed by FDA staff and
selec ! mcmbers of the Advisory Panel.

The remaining sections of this appendix provide details of the study design,
as well as the plan for the final analysis and presentation of the rosults.

PATIENT POPULATION

The population for this study (both implant and control subjects) will be
patients who would ordinarily be considered cligible for intraocular lens
implantation according te the following criteria for inclusion (indicatiens)
and criteria for exclusion [contraindications):

CRITERIA FOR INCLUSION: INDICATIONS

1. Monocular Catarace.

2. Monocular Cataract unable to wear contact lenses.,

5. Physically handicapped patients (unable to handle contact lenses).
1. Cataract with concomitant macular degeneration.
5. Special vocational or avocational needs requiring uncerrected ‘
(specracles or contact lenses) usable single binocular vision. 3
CRITERIA FOR EXCLUSION: CONTRAINDICATIONS 5
%
1. Poorly controlled glaucoma. <
n
2. Proliferative diabetic retinopathy. 'E
i
3. Rubella cataract. b
1. Chronic severe wveitis.

Corneal endothelial Jdvstrophy.

6. Verv shallow anterior chambher.

Insufficient iris to allow fixation of lens (Aniridial.

8. Any eve disease producing an inflammatory reaction in the eyve.

D

Chronic iritis.

10, Previous history of or predisposition to retinal detachment.

¢
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Study # -ONR-31: Distribution and Turnover of Sodium and Potassium in Acute
Infections

Location: Wake Forest College
Date: May 1948

Primary
Researchers: Dr. George T. Harrell

Sponsors: Office of Naval Research, Contract No. NR 171 677

Human
Subjects: Unknown

Purpose: To study the distribution and turnover of sodium and potassium in
acute infections.

Category: Clinical Research
Records: Procurement Justification, Office of Naval Research, NR 171 677
Contract to Wake Forest College. Re: Distribution and Turnover

of Sodium and Potassium in Acute Infections.

Classification: Unclassified

52
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Study # -ONR-32: Investigation of Protein Synthesis by Use of the
Isotope N-15

Location: Tulane University
Date: 1948

Primary
Researchers: Unknown, Cooperation with Dr. William Parson

Sponsors: Office of Naval Research (Unknown if work was funded. Abstract
based on research proposal.)

Human
Subjects: Unknown

Purpose: To continue and enlarge an investigation in protein metabolism.
Category: Clinical research.

Records: Research Proposal for the Investigation of Protein Synthesis by Use of
the Isotope N-15, 1948

Classification: Unclassified

F.11-15
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FRAVEULAL WA LOS LNVADLIUATION OF - PRIVIING SYNTEESIS e e
BY USK OF m Isoml’x-"n..xa_"_‘“'

'rhe curronc pmposal is to cmxtinue and enlarge primarily bhe ~pl:tyt!itu“'l. -
aspeota of an investigati on in protein natabolism by the uss or stablo 3

1sotopea in tho Blophysics Laboratory of Tulanse Uni versity.

PRESENT STATUS OF THE PROBLEM
In & cooperati ve vepture with the Department of Medicine, Supgery and

Physiologr, of the TulaneUni versity Mediscal School, a preliminary in-
N e T

vestigation into protein me tabolism in ‘man has been nado. “TPhe- phyeioal

procedure, a8 well as the fundamental interpretation of such results as
- "r-'.

T

wors forthcoming, have béen the responeibility of the Biophysica Labom-.

tory. Human sudbjects, kept in nitro gen equilibrium, that 15, with an eqnal
input and ontgo or thgen, wore fed a aiugla test meal contai 1%u; uino
o e :7v,7-'2\"-)>r,_~:;_(rr ¥

) LR
Nals. The subaequant oxcretion
AR LS Treka ol -"”’e*‘}vl“*. 2 Ay R -
or N- 15 was then followed over a three- f.o f&ve day per}.ad. The measurad

aoid. glyolne labelled with an excesa of

d1lution of the N-~15 excroted was thenm compared with the N-18 dilutic!t pre-

dicted on the following simpls assumptions,

Let: Ny, = amount of Nitrogen ingested

‘HN’* %" smonnt 0P -Nitrogen execreted U RRRRRG T B Y
Nx = amount of Nitrogen in the body exchangeable with
ingeated Nitrogen -

Ni15 = amount of ipgested N-15

=N 15: - amo‘“ii"t“%‘f N=18 excreted"'

e e e

.'@ - R .
-f“:‘?ﬁ;.f,r.::':;::};;,w.p;—‘%ﬂ'mur which is a: mnction Qx_ﬁ.me ardwmgti_:%_—_;:

ARG e e e W =

the proportion of previounsly 1ngosted ni tmgen which ‘has
entered the cyecle characterized by.thé Nxtot.he total a-

mount of nitrogen ingested over the period of observation,
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Then ons may writo Eqnation 1:
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_and the term from the right hand side of the squation . Jwl

PN, equals a dilution faotor,
pNi + NX
X.15 pN _
or Dy = i - s Equation 8,
.‘.‘_. ) e . Hi l 5 pNi *- “-x ) . ’:’.;.::1%:-‘.: - )

The dilution factor may be obtained from an analysis of the samples of
-exoreted nitrogen and the ingested nitrogen with the mass spectrometer.

One may then solve Equatiom 2, for N

X .
P

. 17..," - . - . 3
H N ‘ N ‘¢ -P T PN - Lo .A.‘A“ e
T, = [ #ifatlon S, TR el

P £

Thus, it has been posaible to megsure. the quotient Rx .
: P

Nx may then bas derina& as ths amount of body nitrogen into which a frac-
R A e - SRR LN o
tion "p" of the test glycine has been sssaimilated, Ths factor p is a

win

funotion of time and represents the portion of the test meal that, within

the time of observation, has entered into the metabolie prooess studied,

[ARARURY

P B TR D e b ter s ER e R L ry
Eg_and, z¢the:§w;g§anax uybicn 1% -hag- so»far:baan~gﬂa§1ble-bo stu_
e Wg*:; S e e e AR AR e R e
increAsea logarithmicdily with time, ghab.iE} o e T
nt
N u N Of
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In patiepts with adrenal disturbances subjest.to endoerins therapy, -

significant variation {n Nx and n have al ready been 44 scovered,

PROPOSAL POR CONTINUATION OF WORK
1, A modified experiment is8 to be performed foxr the slimination of the

factor p. In the previous work, the metabolic nitrogen into whieh the

o~
it -

__tes_t_;l_meal was assimilated was termed N g+ Aetually measured was the fae-

tor Nx wheyre p designated the fraction of test meanld nitrogaz: 15 thmt
)

had entered the N, "pool"™ in the time of observation, The factor p ix

therefore dependent on ¢t ime in such a way that if therxre is no. time d4f-

ference {n the {sotopie ratio of the nitrogen taken in the dlset, p de-

comes unity and may de eliminagted,

‘o do this, requires that the subject be ke;(;t on a dlet {n whign the wWIii
--¥-1% ratio is constant with a fairly high excess of ¥-1%5, about 10 atom-
percent.  Rach experiment would require from thres to five days for the
subject to reach sgquilibrium. By such an experiment variamtion {n p nmay
‘be distinguiphed from variation in N, with tine and the true value of.s,.

an assimilation coefficiont, be more nearly determined,

2. The change of NX with time over short periods of observation {three

to five days) wasg found to be renresented by

P PR, . 2~ PN IS ST N

T

But obviously, the meximum value of N " something less bhan the total

PR . ——_.r PR tuc P
v=- - - RN LS Low T e e b, - -

Lv“s..q. ..‘-\ ~ Lol -,‘&:Z.c_..,.'f‘vc.p—‘...—_-

weig)it of Nit'rOgen 1n the subject. 'I’here must be a second term {n the




MRY-B7-1997 16:08 MAUAL DOSIMETRY CENTER 381 235 2981 P.15-1%

S TTSSSmA el s At e W ER D w&r—"a‘x” S

hA ﬂatioa whloh would desoribo t.he-:éi’g Xer

-~ v oo ,31_,.3.'1 ,-

without too gresat d4ilution. PFor this pyrposs, ths con tinuous fecding

experiment described adbove should be adequate.

3. It $s8 desirable to measurse Nx and n not only for Blycine, but other
emino acids as well, These may be obtained in the biologioglly active
1some;10 form by usipg yeest as a biologtocal syanthesizing medium in whioch
the only sottres of ni troé-;.h avaeilable to_';m-‘the yeast would be an ammonium
salt enriched wi th N-15., Here the improved sensitivity which we expect
from. the new design of a masg spectrometer (deseribed under fascilities

for investigation) 18 inmportant,

4., The limit of the se-ﬁsi tiv.ity of a beéhnique involving the ;'a‘w Bpec-
tromster will be the natural’varistion and the relati ve abindance of the
-8%able 1sotopes of nitrogen, Various figures for this variation are
currently recorded, It has deean our aqu,rl‘é'ios that at l'aa?;'f?a p&rtion
of this variation is due to the formation of methylamine in the digestion
progess, ¥e shoalqr_}_}‘_@g.a, thereforo, bo ugdgrta.ko a mor\evhq;.ctensi\ro 1n-
vestigation into the procedures for the digestion of protein in the pre-

varation of nitrogen with the objeet of sircunventing suech procedures as

" may csaun se apparent varlations in the N-15 conceatration.

“fhere 18- nﬁazax,d‘ in the tsotove proesdure’ itaelf‘_"%éfﬁlb}d—zo ‘use

ot PR L

8 normaliexperiméental’ subJeotaiE: mmmaw:

e e Y e

,these 1nvasbigat10ns in man, for quite apart from any ruqdanental infor—

"-.-—5— SRS o, ¥
; ~ ~ S mmst e —aa ——— *;;"‘:._'.‘.v.q Am——:-.w.. —————

mation that we may gein from such studies, there are purely empirlcsl
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of proteins and the lidberation of mitrogen required for analyses with thcn
mags Bpectrometer, In gddition the Laboratory has an ultra-centrifuge and
electrophoresis ezuipment useful for the separation of small amounts of

proteins from complex mixtureas., The Lahoratory has guite complete facili-

ties for investigations with radioactive naterial,

The Laboratory has its own shop facilities and mechenician, complete pro-~

vigions for electric and elecstronic instrumentation and se forth,

PERSONKNEL

Upon completion of the spectrometer {June 30, 1949) the péiﬁo#ﬁel no;leﬁé

gaged in the docign and construction ot it will. Pf_qjailable tor hg?wp;g;”. .
here proposed, This includes the Direetor of the Blophysies Laboratoryt

D:. Robe rt Nieset, about l/Sﬂﬁ?ﬁg; Talter C. Byrné, Resgafoh}Aaaociate iQ
.Bibphyaioa, 1/2 tinmse; ithe full time of one biophysice technician whose £
principal training has been in phyaios. Aasistance and consultation ia

' SRR T S ORI R IS e o o A R TR SR R

purely diochemical aSpects is availablo through the Department of Bio-

chemiatyry of Tulane University Medical School.

Ia the endocrinological aspects of the metabolic probhlems to be attached

—ama. _.__vé.., "__.._'_ _‘-:-,—-,-; T .'." (St

oont(nned BYOH ﬁhough he goes o the Medical DeUartment or tho University

of Vlrginia An- Iune l949., Plana For cloae coordination in the investiga-
tions of endocrine factors in nitrogen metabolism between hisg group and

the Biophysica group at Tulane have been worked out,
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l Tachnicinn {Physica) tull timo‘.......;.; 38500 ‘8 yr.”fbg

.“" -

1 Physical Director, 1/3 time ..............#2500 a yr.

Materials: One year's SuWpPly O0f N-13 s.uveservesesenanse$3000
Chemicals and chemistry labdb, suppliss ..,....$L000
Mechanical and electronic instrumentation
and BUPPLIBB ... isreessisnssescsss 31000
Travel, communication, pudlication ...cecess$ 500

Overhead, 20% Of Bal&ry “.Q..‘..'.‘.l...'..$l450

Tot &l $14, 200
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Studv# NMRU2-14: Preliminary Observations on a New Discase in Man - Intestinal
Capillariasis

Location: NMRU2 (Manila)
Date: 1972

Primary
Researchers: Dizon, J. J., Watten, R. H.

Sponsors: Department of Public Health, Philippines and NMRU 2.

Human
Subjects: Unknown

Purposc: Investigated physiological changes due to intestinal capillariasis. Study showed
patients had severe malabsorption of fats and sugars and a protein-losing enteropathy,

Category: Other, clinical research.
Records: J. Philippine Med Assn 1969; 45: 5-20.

Classification:Unclassified
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