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OCTADECYLAMINE

Permitted for Processing

11-29-00
Category: Synthetic
Common Name: Octadecylamine
Intended Use: Boiler Water Additive used to prevent the corrosion of boiler equipment and their distribution

lines.
CAS Registry Number: 124-30-1
RTECS Number: NIOSH/RG4150000

. -AMINOOCTADECANE
. 1-OCTADECANAMINE

. ADOGENEN 142
.ALAMINE 7

ALAMINE 7D

. ARMEEN 118D

. ARMEEN 18D

. ARMOFILM

. KEMAMINE P 990

10. N-OCTADECYLAMINE
11. N-STEARYLAMINE

12. NISSAN AMINE AB

13. STEARAMINE

14. STEARYLAMINE

Synonyms:

Molecular Formula: C18-H39-N (Eighteen Carbon Straight Chain Amine)

Regulatory Status:  21CFR Sec. 173.310 Boiler water additives:
Not to exceed 3 parts per
million in steam, and
excluding use of such steam
in contact with milk and milk
products.

Methods of Manufacturing: CATALYTIC HYDROGENATION OF STEARYL NITRILE

Manufacturers:

1. Akzo Nobel Chemicals, Inc., 300 South Riverside Plaza,
Chicago, IL 60606, (312)906-7500. Production sites:
McCook, IL 60525; Morris, IL 60450. [Peer Reviewed] [SRI.
1997 Directory of Chemical Producers - United States of
America. Menlo Park, CA: SRI International 1997. 925]

2. Enenco, Inc., 3018 Bell Ave., Memphis, TN 38108,
(901)320-5901. Production site: Memphis, TN 38108. [Peer
Reviewed] [SRI. 1997 Directory of Chemical Producers -
United States of America. Menlo Park, CA: SRI
International 1997. 925]

3. Witco Corp., | American Lane, Greenwich, CT 06831-2559.
(202)552-2000. Production site: Mapleton, IL 61547. [Peer
Reviewed] [SRI. 1997 Directory of Chemical Producers -
United States of America. Menlo Park, CA: SRI



International 1997. 925]

Manufacturing Process: For the production of a primary amine the corresponding fatty acid or

Mode of Action:

Safety Information

Environmental Impact

Justification:

fatty ester is reacted with ammonia to produce a nitride and then the
nitride is reacted with hydrogen gas to form the amine, a by-product of
the reaction is two water molecules.

Octadecylamine forms a molecularly thin film on the interior of steam lines.
This boiler water additive's prevents corrosion by preventing the carbonic acid
formed from the carbon dioxide captured within the steam from coming into
contact with the steam lines.

Attached
“The Chronic Toxicity of Octadecylamine”
Reprinted from the A.M.A. Archives of Industrial Health
December 1958, Vol 18, pp 483-487
Copy Right 1958, by American Medical Association

“No toxic effects were observed when, for two years, octadecylamine
was fed to rats.”

“No toxic effects were observed in dogs given octadecylamine at levels
of 0.6 and 3.0 mg/kg per day on each of five days for a period of 12
months.”

MSDS Attached
Attached Boiler Water Additives Estimation of Intake (CFSAN)

The maximum tolerance for octadecylamine in steam by Federal Standard is 3
ppm. For perspective, assume a product with 10% moisture, and assume all that
moisture came from the steam. The residual level of octadecylamine would be
.003 ppm.

However that .003 ppm radically overstates the true potential residue. First, the
moisture of the vast majority of products does not come from the steam system.
Second according to the literature adheres firmly to the surfaces of the steam
lines making it un-available for in-corporation into finished products.

The true octadecylamine residual level is in orders of magnitude less than .003
ppm

Reference Beratergremium fuer umweltrelevante Alstoffe (BUA); 177; 1997

“Distribution Behaviour and Degradability”

“The calculated half-lives for the reaction of fatty amines with
photochemically formed OH radicals are between 7 (1-
ocatedecylamine) and 10 (1-octylamine) hours.”

This is one of several substances available to prevent corrosion of steam lines.

Saving the replacement cost of corroded parts of the steam system is a relatively
small factor in value of this substance. Preventing unexpected failures of the
steam system and the resulting unexpected down time and assuring the “quality”



of the steam upon which the “quality” of the product is dependent is of greater
importance.






Industrial Plant Condensate Treatment- State of the Art
By P G Schmidt and D Simon
Cyrus Rice Water Consultants
Cyrus Rice Center
6500 Grand Avenue
Pittsburg, PA 155225-1221
5th

Clinical Toxicology of Commercial Products edition

Williamg & Wilkins Baltimore/London
HSDB Hazardous Substance Data Bank

Final reports on the safety assessment of Lauramine and Stearamine
Anonymous
Source: J Am Coll Toxicol; 14(3); 1995; 196-203
Language: ENGLISH

OCTADECYLAMINE A NONTOXIC CORROSION INHIBITOR FOR STEAM PRODUCERS
IN HOSPITALS
LUEDERITZ P; GROSSER J
Source: HYG MED; 11 (12). 1986 (RECD. 1987). 480-481. Coden: HYMED
Language: GERMAN
BIOSIS COPYRIGHT: BIOL ABS. RRM CARCINOGEN

The biological action of carbonate 4,4'-diaminodicyclohexylmethane
and octadecylamine.

PAUSTOVSKAYA VV; ROZHKOVSKAYA GP; RAPPOPORT MB; ANINA IA; PASTERNAK
GA

Source: GIG SANIT; 38 (11). 1973 (RECD 1974) 31-35 Coden: GISAA

Language: UNSPECIFIED

Primary fatty amines

Gesellschaft Deutscher Chemiker (GDCh) - Advisory Committee on
Existing Chemicals of Environmental Relevance (BUA)

Source: §S. Hirzel Verlag, P.O. Box 10 10 61, 70009 Stuttgart,
Germany,
1997. xxi, 173p. 397 ref.

Language: ENGLISH

Document Type: MONOGRAPH

Primary Fatty Amines

Anonymous

Source: Beratergremium fuer umweltrelevante Altstoffe (BURA) ; 177;
1997; 185 p

Language: ENGLISH
Distribution Behaviour and Degradability.

LETTER FROM AKZO CHEMIE AMERICA TO US EPA REGARDING TEST OLEYLAMINE
TEST RESULTS WITH ATTACHMENT

Source: EPA/OTS; Doc #40-8484007

Language: UNSPECIFIED

Contract Number: 40-8484007

Classification Code: TSCA Sect. 4 Rec 07/27/84



Order Info.: NTIS/OTS0526846

LETTER FROM AKZO CHEMIE AMERICA TO US EPA CONTAINING RISK EVALUATION
OF OLEYLAMINE

Source: EPA/OTS; Doc #40-8484004

Language: UNSPECIFIED

Contract Number: 40-8484004

Classification Code: TSCA Sect. 4 Rec 00/00/00

Order Info.: NTIS/OTS0526843

LETTER FROM AKZO CHEMIE AMERICA TO US EPA REGARDING SUBMISSION
OF OLEYLAMINE DATA WITH ATTACHMENTS

Source: EPA/OTS; Doc #40-8484002

Language: UNSPECIFIED

Contract Number: 40-8484002

Classification Code: TSCA Sect. 4 Rec 00/00/00

Order Info.: NTIS/OTS0526841

Toxicity of aliphatic amines: Structure-activity relationship.

GREIM H; BURY D; KLIMISCH H-J; OEBEN-NEGELE M; ZIEGLER-SKYLAKAKIS K

GSF--Inst. Toxikologie, Neuherberg Postfach 1129, 85758
Oberschleissheim, Germany.

Source: CHEMOSPHERE; 36 (2). 1998. 271-295. Coden: CMSHA

Language: ENGLISH

BIOSIS COPYRIGHT: BIOL ABS. SARs may enable the evaluation of the
toxic

Effects of long-chain fatty amines on the growth of ras-transformed
NIH 3T3 cells.

KOTHAPALLI R; LUI E MK; GUTHRIE N; CHAMBERS AF; CARROLL KK

Dep. Biochem., Univ. Western Ontario, London, ON, N6A 5Cl, CAN.

Source: BIOCHEMICAL PHARMACOLOGY; 47 (10). 1994. 1909-1916. Coden:
BCPCA

Language: ENGLISH

BIOSIS COPYRIGHT: BIOL ABS. A number of aliphatic primary amines
were

Main results of the toxicological experimental studies of metal
air corrosion inhibitors.

PAUSTOVSKAYA VV

Inst. Ind. Hyg. Occup. Dis., Kiev, USSR.

Source: GIG TR PROF ZABOL; 0 (3). 1990. 7-10. Coden: GTPZA

Language: RUSSIAN

BIOSIS COPYRIGHT: BIOL ABS. Basing on experimental toxicity
research it

AN IN-VITRO MODEL FOR IDENTIFYING SKIN-CORROSIVE CHEMICALS I.
INITIAL VALIDATION

OLIVER G JA; PEMBERTON MA; RHODES C

Source: TOXICOL IN VITRO; 2 (1). 1988. 7-18. Coden: TIVIE

Language: ENGLISH

BIOSIS COPYRIGHT: BIOL ABS. RRM PRE-SCREENING EPIDERMAL SLICE
STRATUM



CORNEUM

THE BODY'S UPTAKE OF HIGHER ALIPHATIC AMINES THROUGH THE SKIN
TISHKEVICH GI; ASHEL'ROD AA; KOSYACHENKO GE; SHEVLYAKOV VA;
POLYUSHITS RG
; KAPLUNOVA TA; BALAKIREVA SI
Source: GIG TR PROF ZABOL; O (8). 1987. 43-44. Coden: GTPZA
Language: RUSSIAN
BIOSIS COPYRIGHT: BIOL ABS. RRM RAT GUINEA-PIG HISTAMINOPEXIC
INDEX
SENSITIZATION

Sampling and analysis of some corrosion-inhibiting amines in
steam condensates.
MALAIYANDI M; THOMAS GH; MEEK ME

Monit. Criter. Div., Bur. Chem. Hazards, Environ. Health Dir.,
Health Protect. Branch, Natl. Health Welfare, Ottawa, Ont. K1A OL2,
Can.

Source: J ENVIRON SCI HEALTH PART A ENVIRON SCI ENG; 14 (7). 1979
(RECD.1980) . 609-628. Coden: JESED
Language: UNSPECIFIED

HEEP COPYRIGHT: BIOL ABS. The analysis of (polluting)
corrosioninhibitors, e.g., morpholine (MOR) ,
cyclohexylamine (CHA) ,diethylaminoethanol (DEAE) and

octadecylamine (ODA) in steam condensates






03389773 Subfile: RISKLINE-96110022

Primary Fatty Amines

Anonymous

Source: Beratergremium fuer umweltrelevante Altstoffe (BUA); 177; 1997,
185p

Language: ENGLISH

Distribution Behaviour and Degradability. The homologues 1-octylamine to
1-tetradecylamine, based on the calculated values of their Henry's Law
constants and in so far as they occur in their free form, are classified as
being moderately volatile from aqueous solution. Similar estimates for
higher homologues are not possible, since no data are available on their
saturation concentrations in water at room temperature. The experimentally
determined n-octanol/water partition coefficients (log Pow) at pH 7 for 1-
octylamine and 1-dodecylamine are 0.76 and 1.85, respectively. It can be
assumed that the contribution of corresponding ammonium cations to the
total concentration at this pH value is already considerable, leading to an
increased polarity of the substances. Due to the interface- active
character of the higher homologues, no experimental data are available.
Calculated values of log Pow for the free amines are between 3.0
(1-octylamine) and 8.3 (1-octadecylamine). Experimental data on the
bioaccumulation of fatty amines are not available. A reliable estimation of
bioaccumulation on the basis of the conventional relationship between
bicaccumulation factor and n-octanol/water partition coefficient is not
possible, due to the interface-active properties of primary fatty amines
and their conjugated acids Experimental data on soil sorption coefficients
are not available. For this class of substances, in respect to soil
sorption, one may assume the existence of two competing processes:
adsorption onto inorganic soil components (bentonites, silicates) and
absorption by organic soil substances. Cationic surfactants, to which the
fatty amines belong, are strongly adsorbed by inorganic soil components.
The sorption of primary fatty amines by organic soil substances, on the
other hand, based on measurements of the n-octanol/water partition
coefficients of the lower homologues, is low to very low. The Koc values
are between 62 (1-octylamine) and 242 (1-dodecylamine). Experimental data
on the geoaccumulation of fatty amines are not available. Due to the marked
tendency of fatty amines to physi- and chemisorption on inorganic soil
components, a high potential for geoaccumulation can be expected. In a
model experiment involving incubation with an adapted mixed culture of soil
(loam) microorganisms, 1-octylamine and 1-decylamine, which were adsorbed
onto bentonite, were subject to rapid primary degradation. Thus, it may be
assumed that at least the short-chain fatty amines, which have accumulated
in the soil, will be biologically degraded following termination of their
application to the soil. Experimental data on the photochemical degradation
of primary fatty amines in the atmosphere are not available. The calculated
half-lives for the reaction of fatty amines with photochemically formed OH
radicals are between 7 (1-ocatedecylamine) and 10 (1-octylamine) hours.



Under environmental conditions, primary fatty amines are stable to
hydrolysis. Since the substances show practically no absorption of
ultraviolet light at wavelengths above 240 nm, their direct photolysis is

not to be expected. Information on indirect photolysis is not available.
Primary fatty amines are inherently biodegradable. Some experimental
evidence suggests that they are readily biodegradable at non-bacteriotoxic
concentrations. Ecotoxic Effects Concerning Aquatic Organisms. On account
of their bacteriostatic and fungistatic properties, numerous studies, in

which usually the EC100 values were determined, are available particularly
on the toxicity of fatty amines towards bacteria and fungi. From these
values alone one can draw only limited conclusions on the toxic effect,

since the course of the toxicity curve (concentration against effect) is

not known. The data show that fatty amines with chain lengths between 12
and 16 C-atoms (1-dodecylamine, 1-tetradecylamine and 1-hexadecylamine)
possess the greatest toxicity towards both bacteria and fungi. The
following ECO and EC50 values are reported: Streptococcus mutans: 24-hr
ECO: 0.2 mg/1 (1-dodecylamine) - 31 mg/1 (1-octadecylamine); 120-hr EC50: 2
mg/l (1-dodecylamine) - 257 mg/l (1-octylamine). Streptococcus faecalis;
8-hr EC50: 0.7 mg/l (1-hexadecylamine) - 298 mg/l (1-octylamine).
Photobacterium phosphoreum: 5-min EC50: 577 mg/l (1-octadecylamine). For
the mixed chain-length fatty amines the following data are available in
respect to inhibition of growth or gas production in mixed cultures of
bacteria (activated sludge) (period of exposure in brackets): For the lysis

of the protozoan, Amoeba proteus, an EC0 of 4.4 mg/l and an EC50 of 11.1
mg/l were determined for. At a concentration of 22.2 mg/l, all the cells

were lysed after one hour. The ECI00 for the formation of polar filaments

in the eel parasite, Plistophora anguillarum, was found to be 10 mg/l for

all substances of the homologues series, with the exception of (EC100 = 100
mg/1). For the algal species, Chlorella vulgaris and Stige
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Tha ratias of level in steam to Jjeval in boller watar for such
suhstances ara indigators of carry-over af non-volatile
subatances. However, even the lateast data submittad to DFCT give
ratios of 0.001 ko 0.05 {i.e., 0.1% to 5% Carxy=over) depending
_ on tha substancs analyzad. OQur evaluation of these data is the
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gATNRATEG DEFOER O WULIiLy 43w7 seses ————— —— e &
processing has changed from 1957 %o the present, To data, there
have bean no new data on use of poiler steam for cooking at
institutions. . :
rhe other assumption that has basn questicned by BWA patitioners
from boilar water into steam. We

is the 1% carry=-ovar of BWA
have racaived data on operating bailars relative to lavels of

w s “Gonttited "exad t00d Sl ndRIlEF ¥3ker. 304, in condensed stean.
egtinate intaks of BWAs repain valid.

The assumpticn that has the greataxt impact on BWA intakae is
that 50% of soma individuals’ daily food intaks may ba procaessed
with boiler stsam. We have askad patition

provida updated data on frequancy of uss of boiler stean fox
cooking feod in institutions. The survey data in FAP 3JAl157 wera
thé chelant, wH1cH dariq-Lifly 56 Shara-dacro gpassiop that foad
aoncarn. Soma volatile BWAS ars intended o raact with oxygen in
bollar systems. FPor such additives the substances prazent in
staam are & mixture of residual adaitive and its reaction

products.

1588 Fwvaluation

technical afficacy of sadi ‘parEicalat ‘swk
cheamicnl form of the DA :

Scma BWAs change chemical torm during usa.

non-valatile BWAs ara used to chela
guch substances, the chemical Lorm of tha BWA whan it contacis

food is prahahlg a stable qmplex ragher than a "fres” form of
sccount for evolution of steam. EWAs aTe genaraliy 28845 e

feed water at a conatant rate. Non-volatile BWAs will
concentrate in boiler water until tha total solids are great
anough to affectt boilar afticiency; then, solids are yemoved froa
the bottom of the boiler in a "blowdown" operation. The BWA
concentration in boiler water may be up to 30 times tha level
added threugh fead water. Such soncentration of BWA in boiler
water is includsd in our estimation of BWA intake based on the
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of the food consumed by each suimal. Body
weights wes determined weeitly. Hematoe
logical studies were conducted on animals
Rocgtved for publloadon Agsil § 1938
From the Departments of Pharacolory (Dys,

Deigeramm, Radowisld, wed  MseDonsld) and

Pathology [Dvs Kascht and Ecdmann) Univers
ﬁsw o Kigeen Cekhiend #f Sfadtieine
€ Fronps,

The compound dissolved in corn oll was
added to ground Purins Laboratory Chow
supplanented with 19 osd-liver oil. One
group of 24 rats was fed the control diet,
the second group recelved 20 pom, the third
100 ppen, the fourth 200 ppm, and the §ith
500 pom peradeeviamine A raened weae Twent

Two-Year Rat-Fesding Experiment

Experimental=-Cne  hundred  twenty
healty, wesnling, Sprague-Dawity ruts,
housed in individual cages, were used in this
ecpariment, They were divided into five
grovps of 24 sach {12 males and 12 fernales)
with randomization of Jtter mates enwng

ine ehroyac texicity studies consisted of
a owoeyesr rat-feeding experiment angd 3
coeyear dogfeading aeperiment, In addi-
tion to the chronit studies, 2 shrri-term
sxperiment comparing the subatute tomicity
of octadecylamine with that of stearie acid
was cmx}m:tcd, using ruts,

o o

Sr e u———
portance 35 an xaticorrosive agent in live
stesm, which may be used to ook food. It
has been catimated that the rate of addition
of this chemical to stearm is 2.5 ppm, and
that the maximun concentration of outades-
yi:mme t be expected in fo0d may range
x*nm 0.25 to 0.50 ppm.

AN WP kA

Nk e ek xmj;nsw.sy
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TECOWHS

trols in either the percentge mortality or
the mean survivel tme, In both control and
experimerty]l rats there wag a bigher than
expected st of mortality due to soute
respiratory infections, Numerous aftesspte
were made 10 cwiture the orgauisms respon-
sible for these deaths, However, only nonmal
Ty pramiat GRlntubnmbks Ml m aemBn s sk

Rppulte—There war oy signiboed did-
ference observed Detwesn e mesn daily
conswnption of experimentsl sad contrel
dises (Table 1), The mesn weight gains
were also easentiolly the seme for all groups.
Thers was no significant difference batween
the snimals fes méccyizmm .;;:{é the coue
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termination of the experiment end from a
fow ruls killed in extremis. Tissmey taloen
for micropathologicsl examingion inctuded
heain, pitwitary, adcensls, sheleted  rouse
e, bone marrow, heats, lungs, liver, spleen,
kidnevs, gastrosteric tract (thres levels),
pancreas, Iywnph nodes, and ovary or testis.

WHUAM B DECHMANN, Phak: 4, L RADOMSKL, PO WILLIAM £ MacDONALD, M8
ROBERT L. MASCHY, ML, modd e S ERDMANN, M.By Cerol Gobive Fa

The purpose of this investigation wes
o detamine the chronic toxicty of oo
mercial octpdeeylimine  (coutpining 206

hexadpeviarming’s  Thie maresisl it af ie.

¢

piciced 9t random from each of the groups.
All animals surviving at the end of two years
were ldlled, Pathological examinations vere

prindo s tha Sieame AF A1 amiomele Liflad as
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Tasee 2—The Bffects on the Fn?

Jorpt Bload of Feading O ctadecylamine to Rats
Teo

Average valuss and senderd devietions of counts takes on
N o o™ 5F im mate miter $0 wasls of feoding)
Pistary Fod Blood Golis __ Wrhite Blood Call [ — Fo———
e St S, S e .
T 3 £ Seanie .
a 21.0m2n owne 1.7a7
=0 o= sy freirewd
100 Saoe Tamie o
300 - Freay fre—id b
= g v - Frrft
tract were found., The impreasion was 500 ppm showed histocytic hypcrplasia of a
goined thar these deaths ware the result of mescateric lymph node. The changes ob-
vy inf sérved were not comsidered significent o

Sccanionally d in =
d on mill

The blood 3
groups of rats after 4 s “130 36, 20, 25, 28,
43, 55, 66, 86, mnd wealcs of feeding.

: ot

wus a alight upward trend in the total white
This may have

B
respiratory dxnﬂae in the colony.

shown ln Teble 2 reveal
i coT-

no ai

cm“ﬂon, red o white

ne il t, amd

count Between mny of the Eroups fed octa-
md me .

atudy (to be
Ppm
and

I il
rlported bclow) with doses of a3
had

strakn-.g ch-.nge in the ‘ll'xoenterlc tract

related to the
One-Vear Dog-Fesding Experiment
Twaelve young mongrel dogs wore sclected
for the dow
They were housed in individnal comes and
fed once dmily. The diet coosizted of =
mixture of Purine Kibbled Meal and canned
horse meat. In addition, they had access at
all times to Elunt Club Bones (x dog biseuit).
vid

level of O.6 mg/lg/dey; the third grougp
(two mules and one fcn‘.le) 3.0 mg/ig/day,
oid the fourth (one male

females) 15.0 x'nz/kx/da. Tl-n—o-.\‘-hout he

oxpe: in corm-oil solu-

and lar at-
Contion was focused on these m. e the

e i iatered by capsule once daily
days and . The dogs

were weighed, once # momth and the dose
recalculated on the basis of the new weights.
i inati of

cal
total red blood cell count, henoglobin con-
and trotal and differential white
2 dogs

cel? were performed on the 1

aites of mi
H. ar, 1. wither itati
o mven qualitatively similar, ~was observed.

There wers w0 signl logic dif- I
£ group and the
groups of rats l‘-d zo 100, 200, and SO0 centration,
ppm

in wll groups included pyelo:naphntx-. hysline
cmats in the remal tubules, occasionsl renal
ied ia. One

or
animal in the control group showed a mild
endocarditis and ~alvulitis; one animal in
the 100 ppm =t
a brain rbacass,

sETroup
and one animal recciving

" asa

at the start of the experiment and I,
S, 8, 11, and 12 months thercafter:

sirviving mnimals wers killed at the end of
the yenr for gross and microscopic examina~

Rarults.—With one excepdon, all dogs
survived the esperiment in obvious good
¥ old. 18, Dwc.. XIO3E

2, 3,
At

P.3

A
A3
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from anorexia duriag the last three weeks
of life, and exhibited bioady diarrhes during
the three days prior to desth The animal
did not show s severe Joss in weight, but

o s ¥ i 5

{O!w inirial

Gross pathological organ changes were

not observed, The Organs sxamined micros

scopically included the beart, lungs, Hver,
spleen, Midneys, gastroemteric traat (three

wmE dwnl ezt s Foa Crigdsnadonine 1o D Due Vi
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dogs, ard Ware expeciad since the dogs used

e 407 The experitnent were young and atsined
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health. One dog, ot the 15 mg/kg. level,
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" matarity as the axparicent progressed. The

initiai and final values are shown in Table 4,
There are no significant diffcrences betwesn
the anirals recelving octadecylamine mxri the
controly.

baginning of the cuperiment and afrer 1, 2,
3,6, 8, 11, and 12 months of drug adminis-
tiation. A slight gredusl Ingrease in the
tou! number of red blood cellt and eon-
centration of hemogiobin was obscrved as
the sxperiment progressed These changes

were poved in el control and axperimental

cerving L3 mg/Kg. WaE Jess than that gamned
by the control dogs or thoss fod Jower Jevels
of octadecylamine, The weight gain of the
dogs on both of the iower jevels was &3
sentially the same a3 that of the comtrol
dogs (Table 3),

Blood studies were performed at the

CHRONIC TOXIQITY OF OCTADECYLAMIRE

T &»—-W e L Doge Fod
Mu: Z ﬁmégrgu of csm- #

R s P
ziaaPm Gl ORO

e

the imprestion wag gained that it wag suf-
fering from pastroenteric frritation.
The wean weight gain of the dogs re-
HO.L 165 P4
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bone rearrow, beart, Jungs, liver, gpleer,
kidneys, gastroenteric tract [thres feveis),
pancreas, and lymph nodes.

486

misroscopie patholngical earninations wers
made on tssues taken from &ll animals
idiled ot termination of the experiment and
from certain snimals Killed in extremis while
the experiment Was in progress, lissues
taken for micropathological examination in-
¢iuded brajn, viscers, gonads skeleaal muscle,
termizal primary amine group). Thess
exparimental diets were fad for a total of
209 days. A resord was kept of the food
constamed by each animal Individual hody
weights were determined weskly throughaut
the experiment All snimals surviving at
the end of 209 days were killed, Groyss and

One group of AU bprague-Lawiey s
{5 males and 5 females], housed in individ-
usl cages, was fed 3000 ppm of octa-
decylamine in the basic dist. A similar group
reccived the basic diet containing 3000 ppen
of stearic atid {a straight-chain fakty adid
Ciffering from octadecylamine only in that
s arsiorvl mmeemadnaalese ofapa
nodes were filled with pale, “foumy”
histiotyies.

Comparizon of Subacute Toxicity of
Octadecylamine with Thar of
Stearic Acid

IHe intestnes of thds€ aogs szl & Mmersnt
appearance from the intestines of the other
dogy and were slightly similar to thoss of
rate fod 3000 ppm octadscylamine, sugpest-
ing the possibility of some absowption of &
nongtaining material into the mucoss of the
small intestine, Also, in both of these

awimuabe sha sirirgne o8 The mesantarie urmnh

tract was identified. yer, 30 the two
surviving animals of the group that received
150 mg/kg of octadecylamine, the tips of
the villi of the mucosa of the small Intestine
were pale-staining. This appesred in the
superficial substantia propriz. No {mam cells
-or deposits of lipid material were identified,

LAl &

including the heart, livar, kidneys, pancreas,
and adrenals, did not show significant
abnorealitie % s B M

Yol 18, D, 1958

Whekite BAEAP TR WEEERE ym&nmy FRYPR AR NNV Nt o
sisting of trachecbronchitis, lobulgr paeumo-
nis, Lpeid histiocyte response, sud abscess
formation, No retention or imbibitior of
this ingested material wae noted in stations
o the gastroenteric tract Adbundant jrdn-
contining pigment was found in the spleens;
midway during the course of the experimant,
This was not truc of the rass on stearic acid;
throughout <he experiment these animals
showed & gradusl but somewhat erratic
tendenty o gain,

Tisyues from rets fed 3000 ppm swearde

[R5 S, DRI JPPURRIIGNY, NP SO SR - PP DR Y

and females receiving oot & Wil
chorter tham that For the rats receiving
srearic acid, On (he other hand, the morlity
ratio of the rats on stearic acid was slightly
greater for both males and females. Iv is
interssting to note that all of the mis on
octadecylsming lost weight initially. How-

P T e i
decylamine showed 3 mepn weight loes of
31 gm. while those fod stearic acid gained
30 gm. Although the females om octa-
decyiamine showed & mean guin of 30 gm,
it was significantly less than the gain of the
females on stearic acid, which was 58 gm.
The mean period of survival of both males
T eake 4% w4 138

Fanits —DBoth groups exhibited anorssis,
tut vhe mts that received octadecylaming
had a significantly lower mesn daily intake
of food than thoss rettving stearic acid in
their dier ¢Txble 3% The males on oclas
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feveis), pancreas, lymph sodes, bone mar
row, brain, pituitary, adrenals, and ovary or
testis. No definite lesion of the intestingd
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No toxic Qﬁ&ctz ware ohserved o dogs
given octadetylamine st lavels of 06 and

imcluding 500 ppm. The weight changes,
blood county, percentage and distribution of
mortality, and food comsumption of the rats
fod octadecylamine were similar to those
noted in the conrols. Octadecylamine nt
this level produced po microputhological
changes in ras.

SPICTE, PABUTUAY, IGUNCYS, MG aUrEses—
were normal.

Sumwmary and Conclasions
No toxic effects were observed when, for
3 period of two years, ocdecylamine was

* fed to rats in the diet at levels up to and

UL OWOE L0 RNG 100 GAYE). 4 WK W
snimal (137 daye} only one such nodule wae
seen. Although the mesenteric nodes of all
five snimals showed s graoulomstous re-
sponse, this likewise sppeared tnore intense
in rats fed octadecylamine for 118 and J33
days. The other organs examined-heart,
uth; “necross; and "Aoross.  [nede inpn
node sections sained weally positive with
Sudan TV. Sectiont of the livers of three
of fve snimals showed nodular aggregates
of Mstiocytes, with slight necrosie. This
{eature was most pronounced in the two
snimals that survived for the shortest period
nfstiveps’ Wnn? 4 sitwada de ohe Ehiad
intestine in each animal, Thess were
stainied by Sudan IV, The mesenteric lymph
nodes were grossly enlarged and matted.
Microscopic sxamination of them revesled
5 marked pranuliomatous reaction with abun-
dant histiosytes, nodule or tubercle forma-

[ - J— PO - -

Printed and Putdisbad 4x the United Stote &f Amorine

Ay

Desartaet of Fharmaoslopy, Universdty of
Missyd Scbael of Madigies
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fed octadecylamine showed an accurnttlation
of histiocytes with pale or foamyy cytopiasm
in the mucoss of the small mtestine and
mesenteric tymph nodes. Focal granulomas
were seen in the livers of some of these
latter animals.

substituted for the termine] primay amine
group) demonstrated that at & level of 3000
pren in the dier the two comspounds elicied
similar toxis resctions, Both compounds
produted anorexia and incrensed rate of
mortality. Rats fed stéaric acid showed no
e U0 Pool Yo WE 1, Kad a0 mig/xaiy
(equivalent to agproximately 100 ppm in
the diet) for the dog

“The preliminary experiment on the ern-
parative subacuie toxicity of octadecylamine
and stearic acid (a compound with the sume

Saroon seieton DS RF REHPRNLEHR
dog wmight be foriuiwous, the bulk of ibe
evidence indicates that octadecylamine has
some towic eoffects (primarily on the
gastroeateric tract when fed at o level of
15,0/kg/¢ay). Thus it appears thar rhe
sascimuny nontosie levels of octadecylamine
tese " WAmgnr fhan concrois BF tne algs’ Yee
ceiving the lower levels of octadecylamine
Twes of the three animals fed 15.0 mg/kg
{ineluding the one which died) showed slight
changes of sn equivocal nature in the muctoss
of the small intestine. Otherwise, micro-
scopic examination: of the tissues showed

»
- WY

CHRONIC TOXICITY DF OCTADECYIAMINE

Tissues from rats fed 3000 ocradecylamine
showed verying degrees of pulmonary in-
fection. Sertions from the gasiroenteric
tract revealed a diffuse aggregation of foamy

oy w0 ot
t

3.0 mg/ke. per day om each of fve days of
& week for n peried of 12 months. One of
the thras dogs recsiving 15 mg/kg/day died
after 22 weeks, The otber two dogs gained
[ PR . e IR MMJM‘.igg dm,p‘g,







OCTADECYLAMINE
HSDB - Hazardous Substances Data Bank

0.0 ADMINISTRATIVE INFORMATION
Hazardous Substances Data Bank Number: 1194
Last Revision Date: 20000612

1.0 SUBSTANCE IDENTIFICATION
Name of Substance: OCTADECYLAMINE
CAS Registry Number: 124-30-1
Synonyms:

1. 1I-AMINOOCTADECANE [Peer Reviewed]

2. 1-OCTADECANAMINE [Peer Reviewed]

3. ADOGENEN 142 [Peer Reviewed] [U.S. Department of Health,
Education & Welfare, Public Health Service. Center for
Disease Control, National Institute for Occupational
Safety & Health. Registryof Toxic Effects of Chemical
Substances. 1977 edition. Washington, D. C.: U.S.
Government Printing Office, 1977. 602]

4, ALAMINE 7 [Peer Reviewed] [U.S. Department of Health,
Education & Welfare, Public Health Service. Center for
Disease Control, National Institute for Occupational
Safety & Health. Registryof Toxic Effects of Chemical
Substances. 1977 edition. Washington, D. C.: U.S.
Government Printing Office, 1977. 602]

. ALAMINE 7D [Peer Reviewed]

6. ARMEEN 118D [Peer Reviewed] [U.S. Department of Health,
Education & Welfare, Public Health Service. Center for
Disease Control, National Institute for Occupational
Safety & Health. Registryof Toxic Effects of Chemical
Substances. 1977 edition. Washington, D. C.: U.S.
Government Printing Office, 1977. 602]

. ARMEEN 18D [Peer Reviewed]

. ARMOFILM [Peer Reviewed]

. KEMAMINE P 990 [Peer Reviewed]

0. N-OCTADECYLAMINE [Peer Reviewed] [U.S. Department of
Health, Education & Welfare, Public Health Service.

Center for Disease Control, National Institute for
Occupational Safety & Health. Registryof Toxic Effects
of Chemical Substances. 1977 edition. Washington, D. C.:
U.S. Government Printing Office, 1977. 602]

11. N-STEARYLAMINE [Peer Reviewed]

12. NISSAN AMINE AB [Peer Reviewed]

13. STEARAMINE [Peer Reviewed]

14. STEARYLAMINE [Peer Reviewed] [U.S. Department of Health,
Education & Welfare, Public Health Service. Center for
Disease Control, National Institute for Occupational
Safety & Health. Registryof Toxic Effects of Chemical
Substances. 1977 edition. Washington, D. C.: U.S.
Government Printing Office, 1977. 602]

Molecular Formula: C18-H39-N [Peer Reviewed]
RTECS Number: NIOSH/RG4150000

2.0 MANUFACTURING/USE INFORMATION
Methods of Manufacturing:

CATALYTIC HYDROGENATION OF STEARYL NITRILE [Peer Reviewed] [SRI]
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Manufacturers:
1. Akzo Nobel Chemicals, Inc., 300 South Riverside Plaza,

Chicago, IL 60606, (312)906-7500. Production sites:
McCook, IL 60525; Morris, IL 60450. [Peer Reviewed] [SRI.
1997 Directory of Chemical Producers - United States of
America. Menlo Park, CA: SRI International 1997. 925]

2. Enenco, Inc., 3018 Bell Ave., Memphis, TN 38108,
(901)320-5901. Production site: Memphis, TN 38108. [Peer
Reviewed] [SRI. 1997 Directory of Chemical Producers -
United States of America. Menlo Park, CA: SRI
International 1997. 925]

3. Witco Corp., 1 American Lane, Greenwich, CT 06831-2559.
(202)552-2000. Production site: Mapleton, IL 61547. [Peer
Reviewed] [SRI. 1997 Directory of Chemical Producers -
United States of America. Menlo Park, CA: SRI1
International 1997. 925]

Other Manufacturing Information:
EIGHTEEN CARBON STRAIGHT CHAIN AMINE SOMETIMES USED AS

ANTICORROSIVE AGENT IN LIVE STEAM LINES. [Peer Reviewed]
[Gosselin, R.E., H.C. Hodge, R.P. Smith, and M.N. Gleason.

Clinical Toxicology of Commercial Products. 4th ed. Baltimore:
Williams and Wilkins, 1976.,p. 11-139]

Major Uses:
1. ANTICORROSIVE AGENT [Peer Reviewed] [Gosselin, R.E., H.C.

Hodge, R.P. Smith, and M.N. Gleason. Clinical Toxicology
of Commercial Products. 4th ed. Baltimore: Williams and
Wilkins, 1976.,p. I1-139]

7 MOLD RELEASE AGENT IN MFR OF BATTERY CASES; CORROSION
INHIBITOR IN STEAM PLANTS; CHEMICAL INTERMEDIATE FOR
OCTADECYL ISOCYANATE; CHEMICAL INTERMEDIATE FOR OTHER
SURFACE-ACTIVE AGENTS; ANTICAKING AGENT; FLOTATION AGENT;
AGENT IN VARIOUS ASPECTS OF PETROLEUM INDUSTRY;
ANTISTRIPPING AGENT IN ASPHALT EMULSIONS FOR HIGHWAYS
[Peer Reviewed] [SRI]

3. Surface protection against condensate corrosion in steam
systems. [Peer Reviewed] [Kirk-Othmer Encyclopedia of
Chemical Technology. 4th ed. Volumes 1: New York, NY. John
Wiley and Sons, 1991-Present.,p. V22 740]

U.S. Production:
1. (1972) 2.46X10+8 GRAMS [Peer Reviewed] [SRI]

2. (1975) PROBABLY GREATER THAN 1.36X10+6 GRAMS [Peer
Reviewed] [SRI]

3. (1984) 1.11X10+9 g [Peer Reviewed] [USITC. SYN ORG
CHEM-U.S. PROD/SALES 1984 p.177]
3.0 CHEMICAL AND PHYSICAL PROPERTIES

Boiling Point: 346.8 deg C @ 760 mm Hg [Peer Reviewed] [Lide, D.R.
(ed.). CRC Handbook of Chemistry and Physics. 76th ed. Boca Raton,
FL: CRC Press Inc., 1995-1996.,p. 3-226]

Melting Point: 52.9 deg C [Peer Reviewed] [Lide, D.R. (ed.). CRC
Handbook of Chemistry and Physics. 76th ed. Boca Raton, FL: CRC
Press Inc., 1995-1996.,p. 3-226]

Molecular Weight: 269.51 [Peer Reviewed] [Lide, D.R. (ed.). CRC
Handbook of Chemistry and Physics. 76th ed. Boca Raton, FL: CRC
Press Inc., 1995-1996..,p. 3-226]

Density/Specific Gravity: 0.8618 @ 20 deg C/4 deg C [Peer Reviewed]
[Lide, D.R. (ed.). CRC Handbook of Chemistry and Physics. 76th ed.



Boca Raton, FL: CRC Press Inc., 1995-1996.,p. 3-226]

Dissociation Constants: pKa = 10.65 [Peer Reviewed] [Barratt MD;
Toxicol In Vitro 10: 85-94 (1996)]

Solubilities: Insol in water; sol in alcohol, ether, benzene; very

sol in chloroform; miscible in acetone [Peer Reviewed] [Lide, D.R.
(ed.). CRC Handbook of Chemistry and Physics. 76th ed. Boca Raton,
FL: CRC Press Inc., 1995-1996.,p. 3-226]

Spectral Properties:

1. Index of refraction: 1.4522 @ 20 deg C [Peer Reviewed]
[Lide, D.R. (ed.). CRC Handbook of Chemistry and Physics.
76th ed. Boca Raton, FL: CRC Press Inc., 1995-1996.,p.
3-226]

2. IR: 20374 (Sadtler Research Laboratories Prism Collection)
[Peer Reviewed] [Weast, R.C. and M.J. Astle. CRC Handbook
of Data on Organic Compounds. Volumes I and II. Boca
Raton, FL: CRC Press Inc. 1985.,p. V1 926]

3. NMR: 16084 (Sadtler Research Laboratories Spectral
Collection) [Peer Reviewed] [Weast, R.C. and M.J. Astle.
CRC Handbook of Data on Organic Compounds. Volumes I and
I1. Boca Raton, FL: CRC Press Inc. 1985.,p. V1 926]

4, MASS: 212 (Aldermaston, Eight Peak Index of Mass Spectra,
UK) [Peer Reviewed] [Weast, R.C. and M.J. Astle. CRC
Handbook of Data on Organic Compounds. Volumes I and II.
Boca Raton, FL: CRC Press Inc. 1985.,p. V1 926]

5. MASS: 4716 (National Bureau of Standards EPA-NIH Mass
Spectra Data Base, NSRDS-NBS-63) [Peer Reviewed] [Weast,
R.C. and M.J. Astle. CRC Handbook of Data on Organic
Compounds. Volumes I and II. Boca Raton, FL: CRC Press
Inc. 1985.,p. V2 298]

4.0 SAFETY AND HANDLING

HAZARDOUS REACTIONS
Decomposition:
When heated to decomposition it emits toxic fumes of nitroxides.
[Peer Reviewed] [Lewis, R.J. Sax's Dangerous Properties of
Industrial Materials. 9th ed. Volumes 1-3. New York, NY: Van
Nostrand Reinhold, 1996. 2515]

OTHER SAFETY AND HANDLING
Disposal Methods:
SRP: At the time of review, criteria for land treatment or burial
(sanitary landfill) disposal practices are subject to significant
revision. Prior to implementing land disposal of waste residue
(including waste sludge), consult with environmental regulatory
agencies for guidance on acceptable disposal practices. [Peer
Reviewed]

5.0 TOXICITY/BIOMEDICAL EFFECTS

TOXICITY EXCERPTS
Human Toxicity Excerpts:

1. SAID TO BE PRIMARY SKIN SENSITIZER. [Peer Reviewed]
[Gosselin, R.E., H.C. Hodge, R.P. Smith, and M.N. Gleason.
Clinical Toxicology of Commercial Products. 4th ed.

Baltimore: Williams and Wilkins, 1976.,p. 1I-139]

2. The effects of non-drug-containing liposomes of different

compositions and sizes on the proliferation of nine



cancer-derived and one normal cultured human cell lines
were determined. Stearylamine- and cardiolipin-containing
liposomes were toxic (ID50) at 200 uM liposomal lipid
concentrations or less ... [Peer Reviewed] [Mayhew E et
al; Exp Cell Res 171 (1): 195-202 (1987)]

Non-Human Toxicity Excerpts:

1. /RATS/ AT LEVELS OF 3000 PPM FOR FROM 89-209 DAYS,
/DEVELOPED/ ANOREXIA, WT LOSS & SOME HISTOLOGIC CHANGES IN
MESENTERIC LYMPH NODES, GASTROINTESTINAL MUCOSA & LIVER.
[Peer Reviewed] [Gosselin, R.E., H.C. Hodge, R.P. Smith,
and M.N. Gleason. Clinical Toxicology of Commercial
Products. 4th ed. Baltimore: Williams and Wilkins,

1976.,p. 11-139]

2. OCTADECYLAMINE CAUSED LOCAL IRRITATION & A GENERAL
RESORPTION EFFECT ON SKIN OF MICE, RATS, & GUINEA PIGS.
[Peer Reviewed] [PAUSTOVSKAYA VV ET AL; GIG SANIT 38(11)
31-35(1973)]

3. Rats fed levels of 0 to 500 ppm in the diet for 2 years
showed no detectable effects on growth, food consumption,
hematology, or microscopic pathology. At 3000 ppm there
was anorexia, weight loss, and some histological changes
in the gastrointestinal tract, mesenteric nodes, and
liver. Octadecylamine is a primary skin irritant. [Peer
Reviewed] [Clayton, G.D., F.E. Clayton (eds.) Patty's
Industrial Hygiene and Toxicology. Volumes 2A, 2B, 2C, 2D,
2E, 2F: Toxicology. 4th ed. New York, NY: John Wiley &

Sons Inc., 1993-1994. 1132]

4. The results of safety assessment testing of ... stearamine

... for use in cosmetic products were reported. ...
Stearamine /has/ been formulated for use as antistatic
agents, although no current uses have been reported.
Alterations including weight loss, increased mortality,
and intestinal and mesenteric lymph node histiocyte
accumulation have been reported in a study following
treatment of experimental animals with 3,000 ppm
stearamine, but these effects were not seen after exposure
to 500 ppm. Chronic stearamine exposure has not been
reported to induce tumor formation, although 0.01%
stearamine in the presence of a high fat diet promoted the
carcinogenic effects of 7,12-dimethylbenz(a)anthracene,
while 0.1% inhibited tumor production. This compound was
also reported to induce severe hyperplasia in the skin of
albino-mice concentrations as low as 3 mg. ... [Peer
Reviewed) [Pang S; Journal of the American College of

Toxicology 14 (3): 196-203 (1995)]

TOXICITY VALUES
Non-Human Toxicity Values:

1. LD50 RAT ORAL 1000 MG/KG, ACUTE [Peer Reviewed] [Clayton,
G.D., F.E. Clayton (eds.) Patty's Industrial Hygiene and
Toxicology. Volumes 24, 2B, 2C, 2D, 2E, 2F: Toxicology.
4th ed. New York, NY: John Wiley & Sons Inc., 1993-1994.
1132]

2. LD50 Mouse oral 3 g/kg [Peer Reviewed] [Lewis, R.J. Sax's
Dangerous Properties of Industrial Materials. 9th ed.
Volumes 1-3. New York, NY: Van Nostrand Reinhold, 1996.



2515]

3. LD50 Mouse ip 250 mg/kg [Peer Reviewed] [Lewis, R.J. Sax's
Dangerous Properties of Industrial Materials. 9th ed.
Volumes 1-3. New York, NY: Van Nostrand Reinhold, 1996.
2515]

PHARMACOKINETICS
Interactions:
IF (3)H-METHOTREXATE IS COMPLETELY ENTRAPPED IN LIPOSOMES CONCN OF
DRUG IN LIVER & SPLEEN INCR. IF DICETYL PHOSPHATE IN LIPOSOMES IS
REPLACED BY STEARYLAMINE GREATER PROP OF LIPOSOMES IS TAKEN UP BY
LIVER & SPLEEN. [Peer Reviewed] [COLLEY CM ET AL; BIOCHEM SOC
TRANS 3(1) 157-9 (1975)]

7.0 ENVIRONMENTAL FATE/EXPOSURE POTENTIAL

SUMMARY
Environmental Fate/Exposure Summary:
Octadecylamine's production and use as a corrosion protection
agent in steam plants may result in its release to the environment
through various waste streams. If released to air, an estimated
vapor pressure of 4.4X10-5 mm Hg at 25 deg C indicates
octadecylamine will exist in both the vapor and particulate phases
in the ambient atmosphere. Vapor-phase octadecylamine will be
degraded in the atmosphere by reaction with
photochemically-produced hydroxyl radicals; the half-life for this
reaction in air is estimated to be 7 hours. Particulate-phase
octadecylamine will be removed from the atmosphere by wet and dry
deposition. If released to soil, octadecylamine is expected to be
immobile based upon an estimated log Koc of 5.5. A pKa value of
10.65 indicates octadecylamine will exist primarily in the
protonated form in the environment. Volatilization from moist soil
surfaces is not expected to be important because the protonated
form of octadecylamine is not expected to volatilize.
Octadecylamine is not expected to volatilize from dry soil
surfaces based upon its vapor pressure. A 32% of theoretical BOD
in an activated sludge inoculum was observed over a 15-day
incubation period, suggesting that biodegradation may be rapid in
the environment. If released into water, octadecylamine's pKa
value indicates that the protonated form will be the dominant
species under most environmental conditions. Both the neutral
species and the cation are expected to adsorb to suspended solids
and sediment. Volatilization from water surfaces is not expected
to be an important fate process because the protonated form is the
dominant species in water and is not expected to volatilize. An
estimated log BCF of 5.6 suggests the potential for
bioconcentration in aquatic organisms is very high. Occupational
exposure to octadecylamine may occur through inhalation and dermal
contact with this compound at workplaces where octadecylamine is
produced or used. (SRC) [Peer Reviewed]

POLLUTION SOURCES
Artificial Sources:
Octadecylamine's production and use as a corrosion protection
agent in steam plants(1) may result in its release to the
environment through various waste streams(SRC). [Peer Reviewed]
[(1) Bellows J; Kirk-Othmer Encycl Chem Technol. 4th ed.



Kroschwitz JI ed. NY,NY: John Wiley & Sons 22: 749 (1997)]

ENVIRONMENTAL FATE

1. TERRESTRIAL FATE: Based on a classification scheme(1), an
estimated log Koc value of 5.5(SRC), determined from an
estimated log Kow of 7.7(2,SRC) and a regression-derived
equation(3), indicates that octadecylamine is expected to
be immobile in soil(SRC). A pKa value of 10.65(4)
indicates that the protonated form will be the dominant
species in moist soil surfaces and cationic molecules
generally adsorb strongly to soils(SRC). Volatilization of
octadecylamine from moist soil surfaces is not expected to
be an important fate process since the protonated form is
expected to be the dominant species based on the pKa
value(4). Volatilization of octadecylamine from dry soil
surfaces is not expected(SRC) based upon the estimated
vapor pressure of 4.4X10-5 mm Hg at 25 deg C(5). A 32% of
theoretical BOD in an activated sludge inoculum was
observed over a 15-day incubation period(6), suggesting
that biodegradation may be rapid in the environment(SRC).
[Peer Reviewed] [(1) Swann RL et al; Res Rev 85:23 (1983)
(2) Meylan WM, Howard PH; J Pharm Sci 84: 83-92 (1995) (3)
Lyman WJ et al; Handbook of Chemical Property Estimation
Methods. Washington,DC: Amer Chem Soc pp. 4-9 (1990) (4)
Barratt MD; Toxicol In Vitro 10: 85-94 (1996) (5) Lyman
WIJ; p 31 in Environmental Exposure From Chemicals Voll,
Neely WB, Blau GE (eds), Boca Raton,FL: CRC Press (1985)
(6) Yoshimura K et al; J Amer Oil Chem Soc 57: 238-41
(1980)]

2. AQUATIC FATE: Based on a classification scheme(1), an
estimated log Koc value of 5.5(SRC), determined from an
estimated log Kow of 7.7(2,SRC) and a regression-derived
equation(3), indicates that octadecylamine is expected to
adsorb to suspended solids and sediment in water(SRC). A
pKa value of 10.65(4) indicates that the protonated form
will be the dominant species in water and volatilization
from water surfaces is not expected to be an important
fate process(SRC). According to a classification
scheme(5), an estimated log BCF of 5.6(3,SRC), from its
estimated log Kow(2,SRC), suggests the potential for
bioconcentration in aquatic organisms is very high(SRC). A
32% of theoretical BOD in an activated sludge inoculum was
observed over a 15-day incubation period(6), suggesting
that biodegradation may be rapid in the environment(SRC).
[Peer Reviewed] [(1) Swann RL et al; Res Rev 85:23 (1983)
(2) Meylan WM, Howard PH; J Pharm Sci 84: 83-92 (1995) (3)
Lyman WJ et al; Handbook of Chemical Property Estimation
Methods. Washington,DC: Amer Chem Soc pp. 4-9, 5-4, 5-10,
15-1 to 15-29 (1990) (4) Barratt MD; Toxicol In Vitro 10:
85-94 (1996) (5) Franke C et al; Chemosphere 29: 1501-14
(1994) (6) Yoshimura K et al; J Amer Oil Chem Soc 57:
238-41 (1980)]

3. ATMOSPHERIC FATE: According to a model of gas/particle
partitioning of semivolatile organic compounds in the
atmosphere(1), octadecylamine, which has an estimated
vapor pressure of 4.4X10-5 mm Hg at 25 deg C(2), is



expected to exist in both the vapor and particulate phases

in the ambient atmosphere. Vapor-phase octadecylamine is
degraded in the atmosphere by reaction with
photochemically-produced hydroxyl radicals(SRC); the
half-life for this reaction in air is estimated to be 10
hours(SRC) from its estimated rate constant of 3.4X10-11

cu cm/molecule-sec at 25 deg C(SRC), determined from a
structure estimation method(3). Particulate-phase
octadecylamine will be removed from the atmosphere by wet
and dry depostion(SRC). [Peer Reviewed] [(1) Bidleman TF;
Environ Sci Technol 22: 361-367 (1988) (2) Lyman WJ; p. 31
in Environmental Exposure From Chemicals Vol I, Neely WB,
Blau GE (eds), Boca Raton,FL: CRC Press (1985) (3) Meylan
WM, Howard PH; Chemosphere 26: 2293-99 (1993)]

ENVIRONMENTAL TRANSFORMATIONS
Biodegradation:
A 32& of theoretical BOD using an activated sludge inoculum was
observed for octadecylamine over a 15-day incubation period(1),
suggesting that biodegradation may be rapid in the
environment(SRC). [Peer Reviewed] [(1) Yoshimura K et al; ] Amer
0il Chem Soc 57: 238-41 (1980)]
Abiotic Degradation:
The rate constant for the vapor-phase reaction of octadecylamine
with photochemically-produced hydroxyl radicals has been estimated
as 3.4X10-11 cu cm/molecule-sec at 25 deg C(SRC) using a structure
estimation method(1). This corresponds to an atmospheric half-life
of about 11 hours at an atmospheric concentration of 5X10+5
hydroxyl radicals per cu cm(1). Octadecylamine is not expected to
undergo hydrolysis due to the lack of hydrolyzable functional
groups(2) nor to directly photolyze due to the lack of absorption
in the environmental UV spectrum. [Peer Reviewed] [(1) Meylan WM,
Howard PH; Chemosphere 26: 2293-99 (1993) (2) Lyman W1 et al;
Handbook of Chemical Property Estimation Methods. Washington,DC:
Amer Chem Soc pp. 7-4, 7-5 (1990)]

ENVIRONMENTAL TRANSPORT
Bioconcentration:
An estimated log BCF of 5.6 was calculated for
octadecylamine(SRC), using an estimated log Kow of 7.7(1,SRC) and
a regression-derived equation(2). According to a classification
scheme(3), this BCF suggests the potential for bioconcentration in
aquatic organisms is low(SRC). [Peer Reviewed] [(1) Meylan WM,
Howard PH; J Pharm Sci 84: 83-92 (1995) (2) Lyman W1 et al;
Handbook of Chemical Property Estimation Methods. Washington,DC:
Amer Chem Soc pp. 5-4, 5-10 (1990) (3) Franke C et al; Chemosphere
29: 1501-14 (1994)]
Soil Adsorption/Mobility:
The Koc of octadecylamine is estimated as approximately
3.198X10+5(SRC), using an estimated log Kow of 7.7(1,SRC) and a
regression-derived equation(2). According to a classification
scheme(3), this estimated Koc value suggests that octadecylamine
is expected to be immobile in soil(SRC). [Peer Reviewed] [(1)
Meylan WM, Howard PH; J Pharm Sci 84: 83-92 (1995) (2) Lyman WJ et
al; Handbook of Chemical Property Estimation Methods.
Washington,DC: Amer Chem Soc pp. 4-9 (1990) (3) Swann RL et al;



Res Rev 85: 23 (1983)]

Volatilization from Soil/Water:

The Henry's Law constant for octadecylamine is estimated as

9.4X10-4 atm-cu m/mole(SRC), using a fragment constant estimation
method(1). This Henry's Law constant indicates that the neutral

form of octadecylamine is expected to volatilize from water

surfaces(2). Based on this Henry's Law constant, the

volatilization half-life from a model river (1 m deep, flowing 1

m/sec, wind velocity of 3 m/sec)(2) is estimated as approximately

6 hours(SRC). The volatilization half-life from a model lake (1 m

deep, flowing 0.05 m/sec, wind velocity of 0.5 m/sec)(2) is

estimated as approximately 167 hours(SRC). A pKa of 10.65(3)
indicates octadecylamine will exist predominately in the

protonated form at environmental pHs and therefore volatilization

from water and moist soil surfaces is not expected to be an

important fate process(SRC). Octadecylamine is not expected to
volatilize from dry soil surfaces(SRC) based upon an estimated

vapor pressure of 4.4X10-5 mm Hg at 25 deg C(4). [Peer Reviewed]
[(1) Meylan WM, Howard PH; Environ Toxicol Chem 10: 1283-93 (1991)
(2) Lyman W1 et al; Handbook of Chemical Property Estimation
Methods. Washington,DC: Amer Chem Soc pp. 15-1 to 15-29 (1990) (3)
Barratt MD; Toxicol In Vitro 10: 85-94 (1996) (4) Lyman WIJ; p. 31

in Environmental Exposure From Chemicals Vol I, Neely WB, Blau GE
(eds), Boca Raton,FL: CRC Press (1985)]

HUMAN EXPOSURE
Probable Routes of Human Exposure:
NIOSH (NOES Survey 1981-1983) has statistically estimated that
2,303 workers are potentially exposed to octadecylamine in the
US(1). Occupational exposure to octadecylamine may occur through
inhalation and dermal contact with this compound at workplaces
where octadecylamine is produced or used(SRC). [Peer Reviewed]
[(1) NIOSH; National Occupational Exposure Survey (NOES) (1983)]
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WISHIYIRIINOSERDL A LISSCrptve Suay,” Jownal of
Oceuparional Modicine, 36 (June 1994):623-626.

' Margaret B Gadon, MDD, Jumes M. Mslius, MD, Gerald
3. McDonald, AS end David Orgel, MD, “New-Onser
Asthma a&erixpmm 1o the Smsm stm A&dﬁmz 2-

R B o i B o e . o N

evacuation, Iawmmmmfwiwﬁim
ware eventually wansported 1o local hospital smergency
rooms. The following Monday, ... an employes of the
Ind floor felt i1 and directly comacted Albany police,
wha coatscted the local pasamedics. The paramedics
treated 70 emplovess and transported 19 1o Jocal
hosplials. A total of 32 people were transported (0
“The nurse was called 1o the Ind floor to svaluate an
employee complaining of nauses and dixzinsss and, updn
her arrival, was informed of another employee who had
vombed. She called for paramedics 1o transport the
employees 0 local cmcrgescy rooms, When the

gmm&ml&madafaﬁﬁtﬂm}pmewhowmw
mm% evacuaied the 2od floor. After the

AL VWAL RGNS MR LN WL RS EINES A
seven cases of new-onset asthina at this facility, Buildiog
8, New York Stats Deparmment of Taxation and Finance.
But this was ot the oply amine-caused problem at this
facility. Four mooths Iater, as recorded in o report ixsued
by the Naional Instioae of Occupaonal Safety and
Hoalth {NIOEH:

DULIGHIE. 158 [B3K FESUISA 1N INe YEISAtE o an acive
© the sieam sysism, diethylaminosthanol (DEAE), ino

the building sir. Within bours, many employees
complained of trrixdve symptoms of the respiraiory wact
and sar, nose and throat. mwaf&aapymmiy
2500 employees were sent 1o jocal smergency rooms.”

e i TR A

SriTnas i itehis syeiems, how risks can be managed and
what can be done 10 docutnent compiiance with the

regulstdons.

In the June 1994 issue of the Jowrnal of Occupational
Medicine, the following incident was reported. “A steam
m&mmmﬁxhﬂmgmmnh&amamw
Undaor&i:mycmumnm onlymmqmwmd
wgmmgmﬁxmnmmmmw

of improper boiler water treatment. With -
respect to condensate treatment, however, aAwareness is
ﬁmmaryfminﬁmnmmmﬂyMMm
plane aperstions. The purpose of this paper is to exaruine

Hrhamgmxtmmmdgmdcim gvvuninsdwmnf

%

INTRODUCTION

H N
ibid. p. 14

o s s e T s iy e G e 90

qu&mﬂy%ﬁeﬁaxa@mmplm

* 1.8, National Institute for Occupational Safety and
Health, Mealth Hasard Evaluation Repors HETA 91+978+
2242, New York State Department of Taxation and
Finance, Albary, New York, (Cincinnat, OH, July 1992)

£AOEIE Ao EVAASEE BLESARLEED CIARRANG B B RRRE. NN BAERE RPN uuw&u
inbalarion, ingestion, sbsorprion thirough the skin, and
skin and sve contact. Obviously, the higher the exposure,
the higher the potantisl for serious, adverse health effects.
Most commonly, exposure 1o small amounts of amines
Mmmwmofxymmmmmwﬂmﬂmmw
wmymmdintheim‘mdmﬁm mma,wmmng

mm:ng mim:s mm&wmnmm& inherem
envirenmental asd bealth conterns, DBefore locking st the
regulstions governing their safe use, it Iy important o
undezstand the nature of these products.

The symptoras of exposure o several mnines we lsted in
Talleclou Hetredivion st onernde drs ridint k>
existing tn a bullding o te on-set of a chronle health
problem, water treatment {x no longec simply a0

engineering conoern.

GENERAL DEALTH EFFECTS OF AMINES
"§us case i éxticiie, bul ot uhigue. " And'it wiustrales
why faclity managers, risk managers, plam engineers
and maintenance have becoms increasingly
concerned with the applicsdon of condensaie yysiern
corvosion inhibitors. When employees become ill, a
public huilding iz evacuated, paramedics and the police
mmmasumm;mammmmmh

bﬁmmgwmmgwmm mmm.dmmsmzm
irritarion. "Thess symptons are consistent with DEAE
Waxmmmmw&a&mm
Evaluations..., where Mﬁmﬁm DEAE was wsed
whumidi&'mebuﬁdhagx.
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In the discussion portion of their report, the NIOSH
investigators characterized the cmployees” hypothesis
that the canse of the bealth problems at Building 8 was
exposure w DEAE and pesdcides — was “reasomable and
well thought out, and warranted further evaluation.™
They further noted that, “[ijue DEAE leak ., m;awdw

[
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LINS 15 SOOSIKIEISH ANCIECHTAL COMacT, 1hw FDA has ruled
that these cazes are bevond regulation Also, if the FDA

WAL ERE WA VARG LG W BAIEISEE WIEPILUNL WV LI BISHIR

acmally contacs the food.

ACCIDENTAL CONTACT

The FDA recognizes rhext, althongh ot intended, steam
may come into contact with food because of e failure of
aummhmmmmmwmm
Although not specificatly listed in Title 21, the FDA

thas thers are some items tiat come nto
contact with the food, but 10 a0 even lesser extent than
those recognized a3 indirect food additives, In the case of
fieam, thit might mean 3 procese where steam s used
although not in direct contact with the food, where it
ikt hnscoaske Waatan oo beraotia Lihagt: i
character and are not directly injected into the food in any
way., Food simply comes info coptact with these
substances during its processing or packaging. An
example of this might be an adhesive that is vsed in
making » vercal box.

INCIDENTAL CONTACT _ . . . . _
. contact with milk and milk

i

INDIRECT FOOD ADIITIVES

These componnds, like Secondary Direct Food Additives,
D e B T I ey -
. Octadecylamine | Not t cxceed 3 parts per
million in sesm, and sxcloding
use of such steam i commaect
K 3withmi£kmdmmapmdum

* Toisodium © NoOL Yo expesd S pars per
- mitrdlotriacetate ¢ raillion in boller faadwater; nt

Wm’mm%m
mﬁaﬁhmmm
{ with milk and milk products.
_iZerolameam
i Not 10 exceed 10 parts per
 miltion in steam, and excluding |
| uge of such stvam in contact
i writh mily snd willr snowtunte i

EE

. Lhgiations

Not 10 excesd wmw

’ ‘miﬂkmk:mm,mdmm
§ gmafamhmﬁﬂmcmw

1419, page if, January 1, 1997, U.S. Government Printing
Office, Washington, DC,

R ww {3
used n such teeatment should not remain in the water in

* jbid.

¥ 18, Department of Agriculturs, Food Safety and
Inspection Service, List of Proprietary Substarces and
Nosfood Miseallunsons Publication Number
PUDLRSEION O e DATIE O 1€ APProves Suosaice.  10ere
are special cases, however, where certain products
requirs  letter 1o ba provided to the inspector when the
produst is not lised.

Another difference between the FDA and USDA
approvals s the listing by the USDA of the category code
T B e Tspacian ¥erane BEbIs}f Bopies of
mmmttcawmwﬁmmmpmsapzwf
of wathorization antll the substances and compounds
appear in the subsequent revision of [the Lisr of
Propriaiary Substances and Non-Food Compounds]."™ It
i also important 10 keep in mind that the approval Jetters
fram the USDA wre generally oot valid afier the

PONDE N, | DO IR . NUURIARS P SRR SR W ———, [ SO

maprwmmmwmmumafarm
in facilives under i “lenery indioatiog
mﬁahﬁﬁyofmmmmdmmmmusm
to supplicrs by fthe Facilitics, Equipment, Labeling, and
Compounds Review Division (FELCRD), Office of
Mey Program and Evaluation (OPPDE),

P ey e L Bt ittt

WMMWWAMM which lists the components
of the product.” The USDA will not list 2 boiler water
Mﬁwptwwmiummminmmpkm
with the appropriate FDA paragraph. If 2 product is
W&MM&WWWU&D&,M&WW&
be siated in the product's Material Safety Data Shest

W&' SPOCILIC PrOGHCHS I UNG 1D ICUCSTALY IBEPOUIG

weat, poultry, shell ogg grading, rabbit and egy, product
processing facilities. For instance, Nalco® 1820, a

vondensaie sysiem corrosion inhibitor, is listed by name
in the USDA publication List of Proprietary Substances
and Non-Food Compounds, Part 11 — Nonfood
cwmnmiammm In Tide 21,
m nTevhiet i A W‘“ﬁm@‘ﬂ'&h CER 330
mhjwmmeﬁmd!ﬁamfmm Practices Procedures
of the FDA regutadons,

MEAT & POULTRY FROCESSING

Unlike the FDA, which lists specific chemical compounds
acceptable for use in the provessing of food, the USDA

ket o M e I 2 it Ao s A numo- 3- [ DRy § S e
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~ Nalco Chemical Company, Amine Safy Initiative,
1994, p3.2

e e wap s s IR ~
an Acceptable Ambisnt Air Concentration for
Diethylaminvethanol Report prepared for the Alkyl
Amines Council, September 1, 1993, p.10.

" Burton, D. Joff, “Humidification: What About Water
Additives? Oecupational Health & Safety, Vel. &4, No.
10, pi8.

* 29 CER 1910.1000

Ppin No Observed Adverse Effect Level (NOAEL)

*# Edgerton, Sylvia A., Kenny, Donald V., Joseph, Damrell
W., Derermination of Awives in Indoor Aty from Steam
Hsmidification, Envirormmental Sgisncs & Tochnology,
vol. 23, No. 4, 1989

HPMVION Camaration. Arlinstan, VA, deeeeemeyr oF
Alky] Amines Councll and conducted by & thirg party
consuking firm, ENVIRON Corporation, has resulted in
the development of an Acceptable Ambient Alr
Concentration (AAAC) for DEAE of 0.1 ppm. This
concenteation is significandy lower than the OSHA PEL,
but only slightly higher than the odor thresbold for the
substenre, The AAAC for DEAE was hased o the 10
PSR IS DAL SUNARS DRSS MANROTEEE 1 300 WOLRPLNY .
Fhess Hmits are based on results from wOxicological
studies, medical surveillance and built-in safety factors.
PEL’s are expressed as 8-Hour (TWA), 15.minute (Shart
Term Exposure Limits (STEL)) or Ceiling (C) limits. 1
there is a contact hazard, a *skin™ designation iz given.”

Racent rigk assessmsot work on DEAE sponsored by the
Liaits, phus the lixoits for other comumoaly wied antines,
are Tiarad in Table 7. To date, no mujor agency or \
the use of swam eawd with

7 — Ajr Contaminante - s established Permissible
Exposure Limiss (PEL'S) for approximately 600
aubatmgane Huer sevdiof raromsos e vamn be oo ond ke < #
frriative propertics, The TLV-TWA is the tme-weighted
average concentration o which nearly all workers miay be
exposed for eight bours per day, forty hours per week,
without sdverse effect. The Ocsupational Safety and
Healm Administration (29 CFR 1910,1000} hag aso
established a time-weighted average permissible

AR
Bmit (PEL) of 10 ppm (S0 mg/m3) for DEAE.™ These
TOOM BIT OUINE HOFME] OF e DoNer Ana

tupmidification systems remained very jow compared with
any established health standards.”"*

The American Conference of Governmental Industrial

Hygieniists (ACGIH) adopted in 1980 2 standard of 10

ppoo a8 the Thresbold Limit Value — Time Weighted

Avaraoa (TI V.TWA) for DRAR In alr buead anire
NOV.29.2008  2:59PM oM GRG

(Cincinnati, OH, December 1989), p2.
# ibid, pl.

* The American Conference of Governmengal Industrial
Hygienists (ACGIH} has proposed a redustion of the TWA
for morpholing to 2 ppm.

31 11,8, National Institute for Occupational Safety and
Health, Health Havard Evaluation Report HEAT 89.057.
2008 Cinchinoii Electroniss Cincinnatl, QFH.

mvww‘&hmma B RN EEASRSINAAIED,. HEIHER. v WF

and cyciohesylaming-containing
steam bs eliminated by using alternative bumidifiestion
methods.,, >

2 is not uncommon far emplovees to complain of amine
odors, The relarionship berween the OSHA PEL, the
odor threshinld for the aming and the concentration of

The conciugion drawn by the NIOSH investigators was:
“The scute outbreak of Uiness sxparienced by the
smplovees on Decenber 5-7, 1988, coincided with the
introduction of sseam from boiler number 2 and,
therefore, was 108t likely the result of workers” exposure
mdia&ymm&anﬁmg'cyﬁongym« The

; H et Phyut e

illness among employess of Cincinnati Elecwronics
Corporation in Cincinaat, Otio which bad ocourred on
December 5-7, 1988, The corrosion inhibitors
diethylaminoethanol snd cyclohexylamine had been added
to the boiler water, which was used w humidify the work
nten. Mmm&wrgmw”acamaf&e

ODOR COMPLAINTS

“On December 8, 1988, the Natlonal Tnstinue for

Wmmmmmwammmu
ve ant from the

WU
Cyelo- 10 (41)
Texylamine

ANSEIVEC T B 18AVARK SUDCHIOAIC tnhAlation Study in oats.
A safety factor of 10 was applisd 1o the NOAEL for
extrapolation from animals to humans, and an additional
safety factor of 10 was incorporated o protect unusually

Tabie 6: Amine PEL and Odor Threshold Summary
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F&mﬁmwmpnmwwmmm;mw&
candensex sream must be obtained, The sampie should be
drxwn off the wop of the pipe. This differs from
perfortnance measurements which should be made on
Hquid.phiase samples,

™ U —— o -

xbﬁirpmdxwammdsot;mw:o(mﬂw
exsctly this reason: 10 ensure proper distribution through
the condeasare system,

Mmgwom&u&kcﬁﬁed A saanple collection

g Shon !‘imﬂsmm

Wikh all of these methods, it is critical that swam and
condensare sampling ocevr at a variety of locations
mmmmmmmmmmm
Heesnse of their dixtributive nature, consentrition:
;mmwﬁivmwmmcxym Izuammm

~ SOLAREERESLY foRW! T e
best method is gas chromatography done in a capable
lsboratory. Unfortumarely, this method requires fixed
samples 1o be seat t© the laboratory, with the associatedt
fead times and costs.  Testing should be done for every
amiine in x blended product, Onesite chiromacography is
possible, but the equipment is costdy and requires routine

rnirdmmanen b o bdflad peediniainan
PROVER TESTING AND MONITORING

Measurement of arninss is problematic. The choice of
which monitoring method 1o use comes down 1 the
required accuracy of the test and bow much 8 facility is
willing to pay for the information. Simpls, drop-wisc

sigwiwakom Tviim g owendfadulo  bigh i pin. psvmmmni EnFapos T
condensate systetn was continuously monitored, At the
point indicated, the amine feed was discontinued. As is
obvious from inspection, the soluble iran Jevel increased
dramatically and quickly, an indication of un increase in
cotrosion, Any ioterruption {u feed, as ls expeticnced
whan batch feeding, will cause this affact.

L od

Obviously, the conrinuous feed medod is preferable
heasuse it maintaing 8 constant tresmnem Jevel [o the
_svstem. In Fioure 4. the Fe(I) concentration in 4

e W I

shonld be supplemented with more accurate Jaboratory
xaalyeis on & periodic basis.

Also, it is Imporant w pagiodically monior the
concenteation of suiines in several locwdons around the
steam systero, This akis in ensuring proper application of
the products for corrosion inhibition and in documenting
rapuigtory compliance.  Use of 4 simple, ingxpensive
wnine titration teet is usefal on a day-to-day busis, but
In coramon usc since the 1940°s, neutralizing amives
have Wmmmwmmmmm system
corrosion. ‘When used In accordance with published
guidelines their use is safe. Because improper use of
fenines can resull In the kinds of problems discussed in
thic paper, awaransss is the key to resolving problems,
should they acise,

| < O |

Figure 5; Sampling Equipment

CONCLUSIONS AND RECOMMENDATIONS
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RECYCLED PAPER

March 26, 2001

Food and Drug Administration
Freedom of Information Staff (HFI-35)
5600 Fishers Lane

Rockville, MD 20857

Dear FDA FOIA Staff:

The Organic Materials Review Institute (OMRI) requests, pursuant to the
Freedom of Information Act (FOIA), 5 USC 552, information on the following
substance that is approved for use by FDA as boiler water additives:

Federal Register
Substance CAS # 21 CFR Notice Date
Octadecylamine  124-30-1 173.310(d) 27 FR 6232 June 30, 1962

The appropriate Federal Register notice is attached for your convenience.

Please provide any data or information used by FDA to issue regulations
regarding the safe use of the boiler compound listed above when used in the
preparation of steam that contacts food. In particular, please provide the basis
for the determination of the limitation found in 21 CFR 173.310(d). OMRI
specifically requests any data submitted by the petitioners regarding the
amount of this chemical found in steam and food. OMRI also requests data
submitted by those who may have objected to the original notice, and any data
submitted subsequent to the establishment of the regulation regarding the use
of this compound as a boiler water additives.

Also, please provide any information on verification of compliance with the
limitations set forth in that section. This would include test methods employed
by FDA, the sampling procedure, the results from the analysis of the samples
taken, and any actions taken against violators from 1962 to the most recent
date for which information is available. Please provide any record of
investigation and reports of measures taken by companies found out of
compliance or in violation of these limitations, including any product recalls
related to this compound. '

OMRI respectfully requests that any and all fees for this request be waived
because it meets both tests of FDA’s FOIA Implementation Policy for Waivers
contained in 21 CFR 20.43:

(1) Is in the public interest because it is likely to contribute significantly to
public understanding of the operations or activities of the Government
OMRI is tendering this request as part of research under contract for the US
Department of Agriculture’s National Organic Program as the Technical
Advisory Panel to the National Organic Standards Board (NOSB). The results
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Pooler, Bob Fl’ Aok Mo

From: KBurton@jmsmucker.com%inter2

Sent: Friday, September 14, 2001 10:32 AM

To: Mathews, Richard

Cc: Pooler, Bob; steven.harper@smallplanetfoods.com%inter2; bb@omri.org%inter2;
kdowney@omri.org%inter2

Subject: TAP Boiler Chemical FOIA Request

Richard, "

Per our conversation this morning please have someone from NOP call
FDA regarding the status of the FOIA's on diethvaminoethanal,,
cyclohexlamine, morpholine, and octadecylamine. Michael Howard, who was our
d?fglnal contact, suggested calfTﬁ@'Uﬁ%T?ﬁ’Kﬁdwell (202-418-3354) or Parvin
Yasaei (202-418-3023) for the status of these FOIA request. If we can
choose an order of preference the processing committee would like to have
diethyaminoethanol as the highest priority and the others to follow.
Please update Steve, Brian and I with the outcome of the conversation.

Again, congrats on your promotion.............. vﬁ(

e
Thanks, [( (? -
Kim
————— Forwarded by Kim Burton/Chico/JMS on 09/14/2001 06:50 AM —--—-

Brian Baker

<bb@omri.org> To: "Kim Burton" <kim.burton@jmsmucker.com>
cc: ebr@guppy.pond.net,
kdowney@guppy.pond.net, "Steven Harper"
09/12/2001 <stevenh@smallplanetfoods.com>
01:46 PM Subject: TAP Boiler Chemical FOIA Request

Hi Kim--

I talked to Steve Harper today about the October TAP reviews, and also
about the boiler water additive TAP reviews and the criteria used to
determine when a petition is needed. Steve and 1 briefly discussed the
ammonium hydroxide information. Tmmediately following the conversation with
Steve, I called Judith Kidwell, the FOIA officer for diethyaminoethanol,
morpholine, and octadecylamine. She said that she will try to find out the
status of those FOIAs, but confirmed that they were still in the system and
had not been sent. I asked her when FDA would send the files, and she would
not give an estimate. She indicated that yesterday's events have changed
staff availability and schedules for all Federal agencies in Washington,
DC. I gave her our deadline for mailing TAPs to the NOSB and the dates of
the NOSB meeting, indicating that if it was appropriate and would help, I
was willing to meet the staff in person while in Washington before the
meeting, and provide whatever assistance was needed to expedite the release
of the information. She will call tomorrow if she has any new information.
I will let you know as soon as I learn anything about the fulfillment of
that request. Please let me know if I can be of further assistance.

Be well,
bb



Pooler, Bob

To: Mathews, Richard; Strother, Toni
Cc: KBurton@jmsmucker.com; ebr@OMRI.org

Subject: FDA FOIA Information, response e ) gw[ (‘/ZQ_M ;
Rick,

Judy Kidwell of FDA informed me that the FOIA material for octadecylamine went out on September 7th to B. Baker
(OMRI) and the information on diethylaminoentanol, cyclohexlamine and morpholine was sent yesterday (09/18/01) to B.

Baker. OMRI needs to forward the information to NOP for distribution to the NOSB ASAP.

Bob Pooler



