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Susan L. Rose, Radon Program Manager, Office of Energy Research (ER~73), HQ
INTIAL/SIGL
Regarding your questions of October 6, 1987, 1’m still getting some answers SROEE——
but all appears to be OK. Some of the materials were reportedly sent to you [T
on December 29, 1986. I have seen the consent form, the experimental bill of |
righte, and have discussed our mutual interests with Bart Gledhill., He’s ATG. SYMBOL
asked Geraldine Wyman to check on the FY 88 status of the study (Navy —
decompression study) and to obtain the Navy approval which does exist, He and|™TA¥8G
1 and Jim Ricks, when available, will meet periodically to make certain there |
are no surprises between SAN and LLNL. I°11 let you know when I get the DATE
additional information.
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‘United States Government Department of Energy

memorandum

DATE:  pOctober 6, 1987

REPLY TO
ATINOF:  gR-73

SUBJECT: Navy: Decompression Sickness Study

T0:  James Foster
Here is the project we discussed on October 2, 1987. See last page.
/ © Where is the consent form?
/ © Where is the experimental bill of rights?
o Where is the Navy approval?
o What does "DOE Human Subject Approval' mean? (4378, page 5)
o What is the status of this project for FY 88?

Jim, thanks very much for tracking this for me. It may be a non-problem, but
they better be trained to do this correctly.

usan T fos ) g

Susan L. Rose, Ph.D.
N Radon Program Manager, ER~73
Office of Health and Environmental
Research, Office of Energy Research

Attachment

gBoz210b 1

e oo



Lawrence Livermore National Laboratory

September 18, 1987 . EDP .

Mr. James Hirahara
Contracts Hanagement ‘ céa..

U.S. Department of Energy ,;}c;é

San Francisco Operations Office \f g
1333 Broadway Y
Qakland, CA. 94612 - \(

Subjects LLNL Proposalj "Navy: Decompression Sickness Study"

'I\, —
Dear Mr. Hirahara:
Lavrence Livermore National Laboratory requests your approval of the
subject proposal. The purpose of the vork is to measure the radioisotope

transport in 1living tissue and vascular system of deep sea divers to
determine gas up-take and clearance rates.

The estimated cost to perform this work is $460,000. A detailed breakdown
of this cost estimate by UC-LLNL major cost element follows:

FY 1987 FY 19088 FY 1989 FY 1990 FY 1991 Total

Hardcore $ 17,000 $110,000 .8 75,000 § 75,000 $ 75,000 $352,000
Major Procurement - - - - - -
Equipment - - - - - -
Facility 3,000 30,000 25,000 25,000 25,000 108,000
Total - § 20,000 $140,000 §100,000 $100,000 $100,000 3460,000
FTE 2 o7 .5 -] S 2.4

Vhen responding to this proposal, please refer to Proposa L-152E.

The attached worksheet is being sent to DOE/SAN for internal Use anly.
Since the funding agency has approved the content of the work, we are not
required to send the proposal to the sponsor again.

The sponsoring agency has been notified that classification guidance is
required with all funding orders.

[ Personnel and facilitles at the Laboratory can be made available under the
[ terms and conditions of DOE Contract W-7405-ENG-48 with the University of
~o California.
=
o rSincerely,
~ .
"a@s—@' oA\ am—
"‘i’ ohn R. Gilpin
Controller
2267:1s e
Attachment

An Equal Opportunity Employer « Liversity of Calformia ¢ P.Q Bax 808 Livermore, Cafformia 4550 + Telephone (415) 422-1100 « Twx 910-366-8339 UCLLL LWMR &)
1 'd  6p:L0 (B/92/60 EBBEE2P-SIP INIT WOA4

TEATMARS



' WA e b

e ? l Worksheet Ko. L - 35,7 &
T e DL i Date Assigned oo //9/57
' ! {WFO/RW Accounting Office Use Only)

| REQUEST FOR APPROVA! OF WORK PROPOSAL
| (SAN DOE APPROVAL)

(1) TYPE OF PROPOSAL [ 7 New Nork B+R - - )
|
Signkficant Expansion of
Exﬁstin? work (B+R - - i)

[XX7 “ork For Qtrers/Reimbursable
|
[ 7 Joink Cooperation

(11) DOE sponsoao - f
OTHER AGENCY U.S. Navy: Naval Submarine Medical Research Lab
& CONTACT: P. K. Weathersby, COR, MSC, USN. Groton, Conn. 06349
{Provide Complete Address & .Te]eppone) FTS 648-2540 i

(111) PROPOSAL DATA:, L
a) Project T1t1e. Navy: Decomprésﬁon Sickness Study
l [
Project Sc0pe Measurement of racxowsotope transport in living tissue and
vascular system of deeb sea divers to determine qas up-take
and clearance rates. | ]

- !

. | r '
Project, Term' _5 Years 1 ! _ E
[
b) Dollars and Manpower FY )937 | Ff 1988 FY 1989 FY 1890 FY 1991 Totals
Total FTE . 0.2 i 0.7 0.5 05 | 0.5 _ _2.4
Total Dollars AKD ; 160K$  100KS 100KS | 100KS  460KS

' !
c) Cognizant Personnel: { { ='
Associate Director/Program Dvector J. H. Nuckolls
Bepartment/Division Physics/E-Div. “Resource Hanager Sem_Stone

( f) L{Qa\f‘ P/m cipal Investigator _Paul Meyer % tffort _40% —
L4 LIl v
(1v) REVIER FACTORS: ’ $552-94 g Ostrad 95 F2e” X0
a) Deve]opnent of a long-term Laboratory commitment? X
b} Impacts current Laboratory work force level? - X
c) Unique Laboratory capabilities involved? TS S
d) Private source reasonably available? ; X
e) Compatible with existing Laboratory programs? X
o f) S1gmf1cant fmpact on current Laboratory program mix? X
(3 g) Enhances Laboratory lead mrssion assignments? X
~ h) Unusual impacts on Laboratory, ‘housing, facilities, -
— equipment, or adminfstrative support? — X
= 1) Subcontractmg (other than minor procurements) or
o may-or-buy decisions $nvolved? —_—
b j) For NRC has review been made for conflict of interest §
under Laboratory procedures? f N/A
AT

k; Cooperative effort?
Wajve depreciation & DOE added factors (Applicable to

work done for Non-Federal Agercy only) , _N/A
m) Human Subject:s Review Committ ¢ has been notified

(V) EXPLANATION, IMPACT /ANALYSIS AND!ASSESSMENT FOR EACH “yES
1TEM cnscxso. INCLUDING ukc- PROVIDED ON ATTACHED PAGES.

Signed fo L!.NL ) Approved:
8.2 39&,“[&# Dgiﬁ%,—— % LL\'BW 3

C #:048cEQC1I0C «0LEL TZTY aly HdLS:8 1L8-6 -CZ' S6¥ U3 1403131 XOU3IX

————




Page 2

REQUEST FOR APPROVAL OF WQRK” PROPQSAL §
(LLNL Internal "Approval) ~

(1) Proposal is: / 7 New /XX7 Foﬁtinuing and /X¥ Has been discussed with sponsor,

t
(11) If proposal is continuing provide the previously assigned proposal worksheet
(ANP) number: L- 152 ; Account&u*ed 6797 T

(11I1) Financial Datg: (Detafl Brgakdown of Dollar and Manpower of,the project)
. . |-
FY 1987 FY 1988 FY 1989 FY 1990 FY 1991 Total
| 21 Jotal

1. Total Hardéore(Sa?any, 12 110 75 75 | 75 352
Supplies, Travel, etc.) | T ;
2. Major Procbrement - . - - - - -
(Sub-contr@ctfng over | !
$25K for materials or !
services) !
: [
3. Equipment . - - - = - -
t
4, Facility Recharges * kﬁ 30 . 25 25; 25 108
; « : ]
TOTAL DOLLARS (142+3+4) J20K$ | 140K$ 100K$ 100K$ 100k$ 460K$
! I -
Total F.T.E. . !0;2 0.7 0.5 n,L Q.8 2.8

* Computer (Name: Hours) |

(I1v) Calculation of Depreciatfon and DOE added factor (App11cable to work performed for
Non-Federal Agency only, Account Range 600-999 Work For Others)

a. DOE direct and allocable costs, excluding deprec*ation. __Eiﬂ____ﬁ
b, Depréciation: |
c. DOE Added Factor:
d. DOE Full Costs:

¢ Amount Reqvested to be Wafved: i
(Depreciat1on + DOE Added Factor) i

i
(V) LLNL Apprava1s.

1 .
i

@
o 0 Approved as to technical coqtent, form and {mpact i
™~
o <:£§57 /éQ(/&aZLu~f*“' ;;a{;;f//r 7
< gram Assoc1ate‘Dxre tor . Lo ﬁite ngnea
WQ_Q' Q»Qm~-—~ S ‘\/‘ /57
Conttoller ‘ ‘ N R B . f : *Date S\gned
nSéEaiHikax | | ! : 4378~ &

€ #l0i8CEQELOE €0LEL TTY QLY : NdLS:9 128-6 ~EZ! G6F UIIdOOFTIL XOH3X
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(V)

(c)

(e)

(m) -

8-y 39Yd

Explanation, impact an%lysiﬁ and assessment for each “Yes™ item checked.
|

|
’ i

LUNL has a unique combknati@n of equipment and expertisé. The crucial
fssue 1s to provide 1sotope§ of a purity suftable for hﬁman
experimentation. Isotopes &re short-~lived and so must be produced on
site. LLNL not only produces the radioisotopes but tracks and records
thelr decay in position and]time. i

‘ i i

. | ]

This program. ongotng for some 7 years, cooperates with other programs
that utilize the LINAC, the positron cameras, and computer software for
data analysis. f !

’
19
]

! i

LLNL Comnittee approved. Reference 80R-109, This work is contiauing
and has been approved for Human Subjects by DOE.

|

| U gagew

¥ #l0LBEESELOE €0LEL TTY QLY : HdBS:S§ [48-6 -ET! G6¥ YI1d4OOITAL XOU3X
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Continuation of Joint Naval Medical/Lawrence Livermore Experiment.

4
N

Backaround

| |
Decompression sickness, an oc:upaticnal hazard of U.S.Navy deep sea
divers, is thought te result *rom an excessive accumulakion of inert
gas (narmally nitrogen) in the dxver s body., Empirical prccedures
have evolved to return the diver slowly o normal pressure after
breathing gases at many atmosphéres ambient pressure. Some af these
decompression prncedures appear 'ter be unsafe; others seem tao be so
slow  but safe) as to be inefficient. Optimum procedures cannat be
estimated until 'specific data is obtained on the actuallrates of
nitrogen Uptakeiand clearance kinetics in man.

i |
Approach \ ‘ l
To cbtain gas k:netx: infor%at: oy Navy volunteers breathe a mixture
of 20% oxygen and 80% nitrogen.[Sqme aof the nitrogen is radiocactive
and emitts gamma rays,; which are detected with a posxtron camera and
other detectors. In this way. a'histogram of the nxtroggn gas
distribution as a function of txme is obtained. Anatomic sites of
interest are shoulder, elbow, skull, knee. The axperimental records
will . provide estimates of the nftrogen capacity, mean an variance of
residence times in the sitas of | linterest,
In order ta gain infarmation an|which inert breathing gasas would
allow the fastast safe decompression, i.e.have the shortest mean
residenca time in the crxtzcal tissues, simultaneous dual isatope
studies will be performed, usin argon and nitrogen 1sotopes.
Livermare National Laboratcries ihave the unfique capabilities and
kncwhow, to produce these short*livad radiocisotopes on &site and
record their decay as a function of space and time. Analysis will
allow 1nterpretaion in terms of | ithe gas physiochemical properttes
(solubility and dxffusxon).
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" " Interdepartmental letterhead ;
MaiStaiont- 319 '

Ext: %2887

December 22, 1986

MEMORANDUM

M- vn G Cw o Wy prew - o—

T0: F. Meyer
FROM: V. L. Shepherdi

¢

SUBJECT: Human Subjects ﬁppro%a1 80R-109 ;
. |

This memorandum 1s to 1anrm ydu that the LLNL Human Subjects Committee
reviewed and approved an extension of your project titled, . Human
Subjects Experiments With Air Tagjed With Radioisotopes 13y and 41py

at its meeting on November 25, 1936, The Committee understands that this

project is befng funded by the Navy. %

l 1
The Committée based its approvdl upon the protocol on file knd the
Laboratory's Operational Safety Procedure No. 194, Supplement 29. Should
you wish to change the protoco'g i1 any way, you must obtain‘ the prior
approval of the Committee. This approval is subject to the following
conditions: L |
] i

1. A very thorough and domp1§te file on this experiment, including

dosimetric data must be maintained. (You may wish to Kéep one file
and send a duplicate ‘to Fred Hatch or Vivian Shepherd.

|

2. The abdve referenced 0SP dust be updated and approved.

{
3. The idéntity of the éartiéipants must be protected in %ny .
publication of the results, and no medical information about the
participants can be publicly divulged.

< 4., Any ad{erse reaction4 to ﬁhis test must be promptly reported to the
@ LLNL Medical Department, | ' f
™ [ o ;
o L
o i
._| t
o Unil0338y! Calfornia , t S \
w A Llawrenceliermere © |7 ' R
—i1 Naticnal Laberatcry ;
. ' ! i
8,9 asud ‘ 43‘7 8.. 2
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December 22, 1986 k
LLNL Human Subaects Committee
Approval Number: 80R-109

6.

9'

|
i
i
{

/O

The donor must give hjs/her ‘nformed consent, using the attachedqst- *7:72;7
consent form with theiserwal number 80R-109.

!

The donor must be given a pOpy of the signed LLNL consent form.

AN part1C1pants must be g1ven a copy of the attached Experimental et~
Subject’s Bill of Rights.{

The U. S. Navy Human Subaect‘ Protection Committee must approve the
project and a copy of that approval must be on file with the LLNL
committee. | i

|

This approva1 js valid for the Eev1od of one year. If you desire te

continue this work beyond Novemi
of the LLNL Human SubJects Committee.

er 24, 1987, you must obtain prior approval

t
‘ ! v
;. .
o '
1 vVivian L. Shepherd '
| Secretary
| LLNL Human Subjects ;
E Committee '
|
!
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