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, MAVSUBEDRSCHIAB New London lir N3ML-41 sexr 455 of 8 Sep
2, J/en 1 conszan: form

VI ST 3900.39 of 28 &pr 1969, Subji: Usz of Tolunteers 23
bgects in researca, development, test, and ovaluation

wag forwarded informa
with reference (b).

a. Paragraph 4.a.(l) and (2) of reference (b) require that a dccum°nt

a summary of the information furnished the voluntzer concerning, ianter '1ia
the method and means whereby the research is to be conducted and the incon-
b venienc

note the nominal risk and discocmiort to voluntears, as well a3 the vari

that i

he summary attached to the consent form is inadequate ta this res;
requiras expansion to include such information. Wnile the atcachoe
consent L “m does set forth the various tests that will bz performad on the

‘nile he is in the hyperbaric envircnmant, the summ ry dozs not
1av=1 of possible inconvenience or risk to healih. van thouzn

that the consent form should so state in order that the docum:int
reflact the information upon wnich the volunteer will rely in Sr:l’;'g
his decision to participate. [Ses pavagraph 4.a.(2) ol ra!

b. Additionally, item 8 of the "Summary of Procadures" attachad to the
consent form includes ''(additional unspecified non-invasive experimentaul
protocols that will be delineated prior to the subject's siznatur2).' In
ord=r to comply with the require sut of paru‘repb ﬂ.a.(2) of ralfzunscn (B,
the vavicus procadures to be performed upon the subizcts must be trnzeified.

a
c

2 and hazards entailed. While reference (a) and the suppociing documents
o

parsonnel and mechanisms available to insure safe conditions, it is considerad
pect
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of cons2at to serve in a resaarch program,contain, have attachad, or referenced

3
wthe lev 1 of .such inconvenience or risk may be low, it is consi&ered essential
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cha anbject: 2.4., how sinnllew is a "shallew dive'; will the subdject
bo dn tire water for 30 comnsescutive days; if so how \Lh‘ he taks
wourisboant; is the experiment to be conducted in a diving chamber;
che.?

wllto e L

d. This Office has previously stated that the basic consent form
should also contain an express acknowledgment that the volunteer under-
stends he may withdjaw his consent to participate in the experiment at
any time without prejudice to himself (see JAG ltr JAG:131.6:JW:cck ser
732 of 27 January 1972 to ODP~098E). The basic consent form eucleosed hv
reference (a) should be modiffed to include such a statement.

2. 1t is recognized that the majority of items noted in the prece g
paragraphs are treated in the various documents accompanying the . -~ ¢
form., DMNevertheless, it is considered esseatial that all info: itiuu
upon which the volunteer may rely in arriving at his decision > participate
(consistent with security requirements) be accurately summarized within
the four corners of the consent documents. Y
, \ ‘

3. Reference (a) is returned herewith in order to permit incorporation of
the information dlSCUSSed above into the various program documents.. This

Office stands ready, of course, to provide additional comments or suggestlons
in any subsequent revision to reference (a) necessitated by the foregoing
discussion and recommendations.

W. O. MILLER
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RESEARCH AND TECHNOLOGY WORK UNIT SUMMARY ¢ DORORRE{ARY™
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Kl
(9 A
I A, Nuw ' U I U N/A I NL ‘m vEs D NO I A. WORK UNIT §
W NO/CODES:* PROGRAM ELEMENT PROJECT NUMBER TASK AREA NUMSER WORK UNIT NUMBER !

s C3TTIN | m4306 02 _3//q

. CONTRIBUTING
« CONTRIBUTING
"33 TITLE [Precede with Secwrity Clestification Code]*
(U) Saturation Diving with Compressed Air

12 SCIENTIFIC AND TECHNOLOGICAL AREAS*

005900 Environmental Biology; 012900 Physiology; 002400 Biochemistry

August 1972 Cont. DN | C. In-House
m * 18 RESOURCES ESTIMATE & PROFESSIONAL MAN YEARS » PUNDS .’Iu M
» DATES/AEPFECTIVE, EXPIRATION: PRECEDING
& NUMSER:* N / A FiscaL
& KIND OF AWARD 73 0 * 2 .‘ . 0
18, RESPONSIBLE DOD ORGAN ATIOM L 1 20. PERFORMING ORGANIZATION ]
wee. Naval Submarine Medical Res. Lab. wamee Naval Submarine Medical Res. Labp.
Naval Supbmarine Medical Center Naval Submarine Meaical Center
aocomess+ Box 600, Naval Submarine Base NLon aoonesse Box 600, NavSuBase NLon
Groton, Connecticut 06340 Groton, Connecticut 06340
3 PRINCIPAL INVESTIGATOR (Furnish SSAN if U.S. Academic Instisutionj
RESPONSISLE INDIVIDUAL NAME®: ADAMS ’ G . M .y LT ’ MSC ’ USN
wmwe. BAKER, J.H., CAPT, MC, USN reumone: 203/449-3896 AUTO: 241-3896
T!lemzllilﬁﬁg- 3263 B“I!" 24'- 326 3 . SOCIAL SECURITY ACCOUNT NUMBER:

132, KEVWORDS (Precede EACH with Securify Classification Code)

(v) Afr; (U) saturation Diving

73, TECHMICAL ORIECTIVE,® 34 APPROACH, 235, PROGRESS [Furnish individusl paregraphs identified By number. Precede text of sech with Security Clatsjication Code ]

23. (U) Objective: Shallow air saturation diving has received 1ittle attention
while mixed gas saturation diving to great depths for extended periods has been de-
veloped as a feasible reality. Both the availability and the economics of compressed Tq.
air warrant its study as a breathing media in shallow saturation diving. The ob--
jectives of this study are: (1) To determine the biomedical feasibility of shallow
air saturation diving for long durations in model animal systems; (2) To implement
human shallow air saturation diving, based on the knowledge gained from animal

studies; and (3) To explore the use of mixed nitrogen-oxygen breathing gas in dives
from a saturated air base.

24. (U) Approach: Experimental animal-air dives will be-carried out at simulated
depths of 50, 60 and 70 teet of sea water for periods of up to 60 days duration.
Extensive biomedical investigation and monitoring will be carried out to ascertain
the health and well-being ot the animais during and atter the saturation dive(s).
Detrimental pathological and/or biomedical changes in the test animals will be used
to indicate depth/time profiles for safe human air saturation diving. Accompanied
by appropriate biomedical monitoring and observation, human air saturation dives
{will then be carried out to explore the feasibility of compressed air breathing in
saturation diving. Mixed nitrogen/oxygen breathing gases will be employed to in-
vestigate the limits of excursion dives from a saturated base.

25. (U) Progress: New Project.

“Availeble 10 upon origi 't approwval.
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