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SUMMARY: The Federal Energy

Regulatory Commission is denying
requests for rehearing of Order Nos.
500-C and 500-D. The rehearing
applicants generally contended that the
Order No. 500 take-or-pay crediting
regulations improperly reduce the take-
or-pay relief afforded by the interim rule
adopted in Order No. 500. The
Commission finds that no further
changes in the interim rule adopted in
Order No. 500 are necessary. However,
the Commission will treat the rehearing
"equests as comments and consider the
tontentions made in those requests in
dcveloping the final rule.
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Thirteen requests for rehearing of
Order No. 500-C ! and four requests for
rehearing of Order No. 500-D 2 have
been filed with the Commission. The
rehearing applicants generally contend
that the amendments to the Order No.
500 take-or-pay crediting regulations,
adopted in Order No. 500-C and
extended in Order No. 500-D,
improperly reduce the take-or-pay relief
afforded by the interim rule adopted in
Order No. 500.

The Commission adopted the Order
No. 500 interim rule to respond to the
decision the United States Court of
Appeals for the District of Columbia

Circuit in Associated Gas Distribution v.

FERC, 824 F.2d 981 (D.C. Cir. 1987), on
an interim basis while the Commission
develops a final rule responding to the
Court's decision. The Commission
believes that no further changes in the
interim rule are necessary in order to
address the Court’s concerns on an
interim basis. Accordingly, the
Commission denies rehearing of Order
Nos. 500-C and 500-D. The Commission
will, however, treat the rehearing
requests as comments and consider the
contentions made in those requests in
developing the final rule.

The Comimission orders:

The requests for rehearing of Order
Nos. 500-C and 500-D are denied.

By the Commission. Commissioner
Trabandt dissented in part with a separate
statement attached.

Lois D. Cashell,
Acting Secretary.

Opinion of Commissioner Charles A.
Trabandt, Dissenting in Part

I dissent in part because of serious
reservations about the status of the
Commission's efforts under the Interim
Rule adopted in Order No. 500 and the
effect of this Order on those efforts.

Ostensibly, this order on rehearing of
Order Nos. 500-C and 500-D is solely
justified by the rationale that denial of
rehearing here is necessary to avoid any
question concerning the extent to which
the interim rule adopted in Order No.
500 is ripe for judicial review.
Previously, the Commission had tolled
rehearing of Order Nos. 500-C and 500~
D. Denial of rehearing now will permit
judicial review of the interim rule as
currently in effect to prdceed without

! 52 FR 48986 (Dec. 29, 1987).
53 FR 7893 (March 8, 1988),

delay, according to that rationale. Some
parties may have construed Order No.
500-D to be an order on rehearing and,
as a result, the last day for filing a
petition for review of that order would
be May 9, 1988. So, in effect, this order is
postulated as a largely procedural
action to avoid unnecessary litigation
over judicial reviewability issues related
to the current form of the interim rule.
Consequently, it is argued, the
Commission merely is acting to facilitate
prompt judicial review of the Interim
Rule in its current form without the
potential complication of the tolled
rehearings of Order Nos. 500-C and 500~
D

Nevertheless, the Order, in paragraph
two of the slip opinion states, “The
Commission believes that no further
changes in the interim rule are
necessary in order to address the court’s
concerns on an interim basis" and
indicates that “the Commission will,
however, treat the rehearing requests as
comments and consider the contentions
made in those requests in developing the
final rule.” Those otherwise
undistinguished sentences in the second
paragraph raise several serious
reservations which have precipitated
this separate opinion. Those
reservations include the legal status of
the interim rule, the status of the take-
or-pay survey under Order No. 500, and
the Commission’s course of action to
arrive finally at a Final Rule. In my
judgement, this order is an appropriate
point to address those reservations in
the hope of clarifying the Commission's
direction and making any necessary
adjustments or corrections.

Recent public statements by
Commission officials have indicated for
the first time that the Commission will
act on the Final Rule sometime by the
end of 1988, but not before September.
Those statements raise both legal and
policy concerns, which are exacerbated
by this order. As a legal matter, the
courts have established standards that
an agency must meet when it seeks to
invoke the “good cause” exception of
the Administrative Procedure Act and
adopt an Interim Rule effective
immediately. Those standards were
articulated by the courts in a long line of
cases, notably Mid-Tex Electric Co-op v.
FERC, 822 F. 2d 1123, 1131-1134 (D.C.
Cir. 1987); American Transfer & Storage
Co. v. ICC 719 F. 2d 1283, 1292-1297 (5th
Cir. 1983); and a series of decisions
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involving the Clean Air Act. The cases
teach that the courts will * ‘narrowly
construe [ ] [the good cause exception]
and reluctantly countenance [ | "
agency deviations from the usual
procedures of issuing a Notice of
Proposed Rulemaking and inviting
comment before making a rule effective.
Mid-Tex, 822 F. 2d at 1132. In addition,
because “the interim status of the * * *.
rule is a significant factor * * *", Mid-
Tex, 822 F. 2d at 1132, the agency must
prove that the rule will truly last for a
short period.

The court previously has rejected
prior challenges to Order No. 500 under
the Mid-Tex reasoning in large part
because the Commission repeatedly has
argued that we were going to fashion
promptly a final rule in this docket.
Now, it appears that there is no
intention to act promptly and the Interim
Rule will remain effective without
further change for the bulk of 1988.
Inevitably, those stated intentions will
cause questions to be raised about our
past representations and the legal status
of the Interim Rule, which will be in
effect for a long time and for all
practical purposes now has become de
facto permanent for the immediate and
foreseeable future. Also, I am concerned
that the fact of any further judicial
review of the Interim Rule in its current
state may be argued by some for the
conclusion that the Commission should
await a decision by the court before any
action on the Final Rule. That would
have the consequence of further locking
in the near-term permanency of the
Interim Rule. Under any scenario,
however, I believe the Commission
should move immediately to complete
action on a final rule.

As a matter of policy, several
comments are relevant to this
discussion. First, the Full Commission,
upon adoption of this Order, will have
lost the capability to take additional
action on Order No. 500. Moreover, as
discussed in my concurring opinion to
the Notice of Proposed Rulemaking for
Brokering of Interstate Natural Gas
Pipeline Capacity (Docket No. RM88-13~
000, issued April 4, 1988), at pages 8 and
9, the Commission cannot act to modify
the effective Interim Rule unless a
notational item or an agenda item are
scheduled by the Chairman and the
staff, even if a majority of the Full
Commission has concluded that
modification is necessary. As a result,
there now exists a virtual procedural
veto over any further modifications in
the hands of the Chairman and the staff.
Thus, the current form of the Interim
Rule can remain unmodified for an
indefinite period in the future. I do not

support that inevitable procedural result
of this order.

Second, Order No. 500-C was an
admitted compromise intended only to
prevent the most significant of the
inadvertent and unintended negative
aspects of the take-or-pay crediting
mechanism which became effective on
January 1, 1988. By its own terms, many
of the modifications in Order No. 500-C
were scheduled to expire on March 31,
1988, because the Commission was
going to act on the Final Rule by that
time. Order No. 500-C also sought
specific comments on further
modifications to the take-or-pay
crediting mechanism, which I deemed of
critical importance to correct other
serious deficiencies in the crediting
mechanism. I still believe we should
consider these further modifications to
the crediting mechanism, particularly if
the Interim Rule is going to remain
effective for the bulk of 1988.
Consequently, I do not support the
statement that the Commission believes
no further changes in the Interim Rule
are necessary.

The essential compromise in Order
No. 500-C was the decision to allow the
crediting mechanism to become effective
on January 1, but to act to remedy a
number of the identified problems in the
operation of the mechanism. As I have
often stated, my support for the crediting
mechanism in Order No. 500 was based
solely on the fact that it was intended to
be a less offensive option than full
blown conditioned access. Such
conditioned access would have
destroyed in large measure the open
access transportation program under
Order No. 436, by generally restoring
unconstrained pipeline monopoly power
in the name of take-or-pay relief.

Order Nos. 500-B and 500-C were
efforts to reduce the enormous potential
dislocation of transportation,
interruption of services, and disruption
of natural gas markets which otherwise
would have been triggered by the
crediting mechanism. Those orders
decidedly do not stand for the
proposition, then or now, that I
unconditionally support any generic
take-or-pay crediting mechanism. And,
several of the concepts on which we
sought comment in Order No. 500-C
were intended clearly to signal that
result. Order No. 500-D was adopted
solely because the further passage of
time without action on a Final Rule
made necessary extension of the
expiring exemptions by March 31 to
prevent chaos in the market place.
Order No. 500-D did not stand for the
proposition of affirmative support for
the form of the crediting mechanism in

the Interim Rule, but rather was an
effort again to preserve on-going open
access transportation. Consequently,
there still is the need to complete action
on the other pending modifications to
the Interim Rule, which this order
apparently would foreclose.

Commission officials also have made
public statements about the immediale
need for action on the so-called “Title I
issue in the context of our continued
consideration of the take-or-pay
question. The “Title I'" issue, of course,
is the legal issue of whether payments
related to take-or-pay made by pipelines
to producers under take-or-pay clauses
arguably result in total payments for the
contracted natural gas which exceed the
Maximum Lawful Price for that
particular category of gas under Title |
of the Natural Gas Policy Act. The Title
I issue was raised in the comments on
Order No. 500 and it also has been the
subject of a number of complaints filed
by parties with the Commission. Also,
as many as eighteen separate pending
cases, or more, include the Title I issue
which awaits resolution.

One of the pending complaints filed
by ANR Pipeline Company in Docket
No. CP#6-54-000 was discussed by the
court in the Wagner & Brown v. ANR
Pipeline Co., 837 F. 2d 199 (5th Cir. 1988},
The court in that case found Wagner &
Brown's attack on the District Court’s
dismissal of its lawsuit there to be
persuasive (the District Court dismissed
on the grounds of the doctrine of
primary jurisdiction, because of the
pending complaint at FERC), and
ordered the District Court simply to stay
the proceedings for 180 days to afford
FERC an opportunity to rule on the ANR
complaint. After the 180 days, the
District Court was directed to p;oceed to
adjudicate the rights of the parties
without further deference to the
expertise of FERC, to ensure that
Wagner & Brown's rights will not be
unreasonably delayed or lost.

The comments of some officials )
apparently have placed great emphasis
on an assertion (which I question -
seriously) that the 5th Circuit in Wagner
& Brown effectively has ordered the
Commission to rule on the Title I issué
within the 180 days, which runs into
August of this year. On that theory, P
there is a good deal of attention no:/iv
the ANR complaint proceedings and
much speculation that the Commission
will address the issue in some ,
procedural manner with generic impa
outside the context of the Order No.
rulemaking proceedings. 1. of course:
must await the presentation of t.he
record in any particular complaint
proceeding or other specific
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adjudication, before considering the
relevant legal and policy issues and the
substantive merits of the individual
cases.

Nevertheless, I would be concerned
from a general procedural peint of view
if the Commission now, at this late date,
were to begin addressing the various
take-or-pay issues piecemeal outside the
generic Order No. 500 proceedings,
while at the same time apparently
delaying indefinitely action on the Order
No. 500 Final Rule. Order No. 500 has
always been intended to be a
comprehensive response to the court's
remand in the AGD case calling for
reasoned decisionmaking by the
Commission on the general take-or-pay
issue. The Commission has officially
informed the courts in other cases of its
intent to use Order No. 500 as the
primary vehicle for addressing the take-
or-pay issue. Without opining
prematurely in any way on the
substantive merits of the Title I issue in
any pending adjudication, I believe the
Commission is obligated to consider
carefully any piecemeal approach to the
interrelated take-or-pay issues. My
concern'is heightened considerably by
the data problems with the
Commission’s take-or-pay survey
discussed below,

The very pregnant question now
becomes—where are we today and
where are we going on Order No. 500
and the take-or-pay issue? On April 11
and 12, 1988, the Commission held
public hearings on Order No. 500 and
obtained oral and written comments
from witnesses representing all
segments of the natural gas industry and
the consuming public,

The hearings highlighted for the Full
Cpmmwsion the central issue in Order
No. 500, which is—simply stated—What
is the exact nature of the take-or-pay
problnm today in mid-1988? As
Commissioner Sousa observed. quoting

ogi Berra, it was “deja vu-all over
dgain.” While there were many fine
statements of testimony on open access
transportation, the take-or-pay crediting
mechanism, the take-or-pay direct

illing mechanism, the Gas Inventory
OPSFRG. an'd other more specific aspects
. rder No. 500, the major focus of all

€ testimony taken together was on the
Nature of the take-or-pay problem. In
Many respects, it was, so to speak, a

tale of two take-or-pay surveys."

First, the Interstate Natural Gas
Association of America (INGAA) with a
Series of pipeline top executives
l:resemed the Commission with a
"‘""mi*ry of a new take-or-pay survey of

S member pipelines. A formal report of

€ survey was submitted to the

Ommission a‘ter the hearings. The

INGAA survey, supported by each of the
top pipeline executives in succession,
concludes that there still is a major and
broad-based take-or-pay problem in the
interstate pipeline industry which will
continue into the future. The testimony
indicated that there was post-settlement
take-or-pay exposure of $7.4 billion at
the end of 1987 affecting 19 of the 26
major pipelines who were responsible
for 90% of flowing gas. The survey report
indicated that $8 billion in exposure was
resolved by voluntary renegotiation of
contracts in 1987. INGAA indicated that
of the total $7.4 billion exposure at the
end of 1987, $2.9 billion (39%) was under
negotiation, $2.2 billion (30%) was in
litigation or arbitration, and $2.3 billion
(31%) had not advanced yet to active
negotiation with producers. Also,
INGAA stated that 62% of the exposure
was associated with contracts involving
jurisdictional natural gas. The testimony
indicated that take-or-pay exposure will
continue to build in 1988, because Order
No. 500 and the crediting mechanism
have been largely ineffective in
mitigating accrual of additional
exposure under open access
transportation. Consequently, it was
argued, the only option for the
Commission at this time is to invoke its
authority under section 5 of the NGA on
a generic basis to strike down
prospectively the offending take-or-pay
clauses in existing contracts, for which
it is argued further we have clear and
unambiguous authority in the face of
these survey results.

Second, the Natural Gas Supply
Association (NGSA] with a series of
major and independent producers
testified to an entirely different take-or-
pay situation. A new NGSA survey
submitted to the Commission at the
hearing provides dramatically different
results than the INGAA report and
testimony. NGSA states that $14.5
billion of $17.2 billion in total take-or-
pay exposure accrued by interstate
pipelines was resolved by the end of
1987, or 84% of the total resolved,
leaving $2.7 billion outstanding.
Compare that figure to the INGAA figure
of $7.4 billion. Further, according to
NGSA, $3. billion of otherwise accruing
new 1988 potential take-or-pay exposure
already has been resolved in contract
negotiations. NGSA argues that only
four pipelines have 54% of the liabilities
in the current survey and 80% is
accounted for by eight pipelines.
Purchases from those eight pipelines,
according to NGSA, represent only 46%
of pipeline gas purchases from
producers.

The 84% resolution figure in the most
recent survey compares favorably to the
71% in the 1987 NGSA survey and the

59% in the 1986 NGSA survey, argues
NGSA, supporting the conclusion that
the process of voluntary renegotiation
has been successful. Finally, NGSA's
survey indicates that 93% of gas
released by pipelines and sold to non-
pipeline parties provided volumetric
take-or-pay relief, supporting the
assertion that open access
transportation should not cause
substantial new take-or-pay liabilities,
NGSA concludes. Consequently, NGSA
concludes that there is no demonstrated
need for a generic section 5 action and,
further, the Commission should abandon
the generic take-or-pay crediting
mechanism, particularly the cross-
crediting feature.

Other producer witnesses
representing the large majority of the
producer segment of the industry
testified that there has been substantial
renegotiation over the last year,
particularly in the second half of 1987.
Almost every producer reported that the
large percentage of outstanding take-or-
pay claims had been resolved in
contract renegotiations, with the
individual totals in the hundreds of
millions and some close to or in excess
of a billion dollars. Most had
outstanding claims with only one or two
pipelines, according te the witnesses,
and in several cases future exposure, as
well as past exposure, had been
resolved through voluntary
renegotiation. The message echoed
repeatedly by the individual producers,
major and independent, was that the
voluntary renegotiations had resolved
all but a relatively small portion of
outstanding claims, as reflected more
generally in the NGSA survey.
Additionally, many producer witnesses
challenged directly the assertion that the
Commission had the legal authority to
invoke section 5 on any generic basis
under these facts in this rulemaking
docket.

Last August, the Commission in Order
No. 500 initiated a take-or-pay data
survey as part of our discussion about
"Commission Action under NGA
Section 5."" We stated then,

The Commission will aggregate the
data submitted and analyze it promptly.
If the information demonstrates that
action under NGA section 5, or any
other action (such as rescinding the
incentive ceiling price for tight formation
gas established under NGPA section
107(c)(5)). would contribute to solving
pipeline take-or-pay problems, the
Commission will then consider action.

Since August, the Commission
repeatedly has argued in subsequent
cases and generic rulemakings, such as
Order No. 490 Abandonment Policy, that
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Order No. 500 was where we ultimately
would determine the nature and address
the take-or-pay issue. Now, some nine
months later, the Full Commission has
not received a single report of any kind
from our own survey commissioned in
Order No. 500. In fact, to date, the Full
Commission has not even been provided
access to the unaggregated data
submitted by the individual interstate
pipelines and individual producers.
Unfortunately, as a result, the Full
Commission, at this point, still is
proceeding in a total analytical vacuum
to consider the testimony received in
April,

Furthermore, the Commission survey
required the submission of take-or-pay
data as of July 1, 1987. Much of the data
submitted apparently reflects take-or-
pay exposure, payments and resolution
as of the end of 1986. Clearly, after the
April testimony, our own survey is now
woefully stale and largely out of date.
And, whenever the Full Commission is
finally presented a report of the data

filed as of the first half of last year, any

analytical results and conclusions will
be of highly questionable value in the
context of forming the basis for
considering action under section 5, or
any other authorities for that matter, in
a final rule. Consequently, it appears
inevitable that the Full Commission
must act promptly to develop a revised
approach to our take-or-pay data survey
and subsequent consideration of action.
At a minimum, it appears intuitively
obvious that we should seek another
round of take-or-pay data, which is as
current and accurate as possible to
reflect the take-or-pay realities in mid-
1988. Put another way, it is now obvious
that we must resolve the apparent tale
of two take-or-pay surveys, before we
attempt to fashion a Final Rule.

Chairman Jim Nugent of the Texas
Railroad Commission perhaps put it best
in his testimony. He stated that
Commission's view that the AGD Court
had vacaled and remanded Order No.
436 to this Commission for reasoned
decisionmaking on the take-or-pay
issue. That reasoned decisionmaking, in
the judgment of the Railroad
Commission, requires this Commission
to take the following analytical steps:

1. What is a clear definition of the
magnitude and parameters of any
existing contract problem?

2. Is the problem generic or quite
specific to certain pipelines?

3. What is the appropriate remedy
tailored to the specific problem?

4. Do the costs of the remedy exceed
the perceived benefits?

5. Develop some form of streamlined
regulatory approach to avoid
unnecessary regulation of the industry.

In the context of that testimony from
the Chairman of the Texas Railroad
Commission, we now are faced with the
serious dilemma that we are still locked
in step 1. We are still trying to determine
in some analytically acceptable fashion
what the exact nature of the problem
really is at this time.

Unless and until we can resolve that
threshold issue, it is premature in my
judgment to be debating the legality or
the advisability of a generic section 5
action, just as we concluded last August.
The exact nature of the take-or-pay
problem in mid-1988 must be the
analytical foundation on which the Full
Commission must construct any Final
Rule in the Order No. 500 docket. If
voluntary renegotiation, which has been
the centerpiece of our natural gas
policies for the past four years, is as
successful as claimed by NGSA and
producers, we may get one analytical
result and one related conclusion for
action. If, in the alternative, the INGAA
and interstate pipeline survey is
persuasive, we may get a different
analytical result and a related different
conclusion as to necessary action. I,
therefore, urge the Full Commission to
resolve the “tale of two take-or-pay
surveys" in the testimony received in
April as the absolutely necessary first
step in our prompt, future consideration
of Order No. 500.

To that end, I have requested that the
Full Commission receive a status report
on the survey and a brief summary of
the data submitted on a pipeline and
producer specific basis. In any event, in
light of the extended passage of time,
the staff also should arrange for direct
access to the individual pipeline and
producer submissions for each
Commissioner and his staff, in order
that we may review the data directly if
we choose to do so. For instance, I
would plan to review the submissions of
selected pipelines and producers under
appropriate procedures respecting
confidentiality, as we always do.

Additionally, I have recommended
that the Commission require updated
data from all participants to the take-or-
pay survey. p

The data should be updated to include
(1) supplemental information on accrued
take-or-pay exposure and liability and
(2) any further resolution since July 1,
1987, of take-or-pay matters as of this
time. The additional data should be
submitted by June 15, 1988.
Consequently, I also have requested that
the Commission, as soon as possible,
consider an order which would require
all participants in the take-or-pay survey
to make such a supplemental filing to
update their original submissions.

I would conclude by expressing the
serious concern that the Commission at
this time appears to be adrift in a hostile
sea of analytical ignorance and
uncertainty, without a clear and certain
course to resolution of the take-or-pay
issue and a Final Rule under Order No.
500. Additionally, our action in this
Order appears to lock in place the
Interim Rule in its current form for the
foreseeable future, without the direction
to reach a Final Rule at a particular
point on our regulatory chart. As Gibran
stated in The Prophet, “If either your
sails or your rudder be broken, you can
but toss and drift, or else be held at a
standstill in mid-sea." It is long since
past time, in my judgment, that the
Commission develop a course of action
to obtain promptly the necessary data
and analysis to define the actual take-
or-pay problem, be it largely generic to
most pipelines or quite specific to a few
pipelines and be it largely resolved by
voluntary renegotiation or continuing to
grow despite the Interim Rule in Order
No. 500.

As soon as that definition is complete,
the Commission then must proceed
promptly to complete action on the Final
Rule with full consideration of all
comments in the extensive record
adduced from public comments,
including the April hearings. The
Commission has an obligation to the
natural gas industry and the American
consumer to complete action as soon as
the required analysis is available. That
obligation quite simply is not satisfied
by continuing to “toss and drift or else
be held at a standstill in mid-sea”, as
now, and allow the Interim Rule to
remain in effect unmodified for the
foreseeable future, as this Order would
suggest.

Charles A. Trabandt,

Commissioner.

(FR Doc. 88-10660 Filed 5-11-88; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Adminisiration
21 CFR Parts 182, 184, and 186
[Docket No. 79N-0269]

Iron and Iron Salts; Affirmation of
GRAS Status as Direct and Indirect
Human Food Ingredients

AGENCY: Food and Drug Administration.
ACTION: Final rule.

sumMARY: The Food and Drug
Administration (FDA) is affirming that
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elemental iron (iron) and ferrous
ascorbate, ferrous carbonate, ferrous

citrate, ferrous fu

marate, ferrous

gluconate, ferrous lactate, ferrous
sulfate, ferric ammonium citrate, ferric

chloride, ferric ci

trate, ferric phosphate,

ferric pyrophosphate, and ferric sulfate
(iron salts) are generally recognized as

safe (GRAS) as d
ingredients, How

irect human food
ever, the agency is not

taking any action on the listing of iron
and several iron salts as GRAS

substances in dietary supplements. FDA

is also affirming that ferric oxide and
oxides of iron are GRAS for use as
indirect human food ingredients, FDA is
not affirming that ferric sodium
pyrophosphate, iron peptonate, iron
polyvinylpyrrolidone, sodium ferric

ethylenediamine

tetraacetate (EDTA),

and sodium ferricitropyrophosphate are
GRAS as direct human food ingredients
because of the lack of data on their
safety and use. Additionally, FDA is not
taking any action on the listing in Part
181 (21 CFR Part 181) of iron caprylate,
iron tallate, iron linoleate, and iron

naphthenate as p
that may migrate

rior-sanctioned driers
from food packaging.

The safety of these ingredients has been

evaluated under a comprehensive safety

review conducted by the agency.

DATES: Effective

June 13, 1988. The

Director of the Office of the Federal

Register appr:
referenc
CFR 1

certain publi
-1296, 184.1301, 184.1304,

corporation by
ions in 21

184.1307d, 184.1308, 184.1315, and
1841875 effective on June 13, 1988.

RTHER INFORMATION CONTACT:

Robegrt L. Martin,

Center for Food Safety

and Applied Nutrition (HFF-334), Food

and Drug Admini
Washington, DG
SUPPLEMENTARY
Federal Regi

stration, 200 C St. SW.,
20204, 202-426-9463.

INFORMATION: In the

13086), FDA"published a pr 0

affirm that eleme

ntaliron (iron) and

ferrous ascorbate, ferrous carbonate,

ferrous citrate, fe

rrous fumarate, ferrous

gluconate, ferrous lactate, ferrous

sulfate, ferric am
chloride, ferric e

monium citrate, ferric
trate, ferric phosphate,

ferric pyrophosphate, and ferric sulfate
(iron salts) are GRAS for use as direct
fuman food ingredients in conventional
00d and in infant formula. (FDA is

using the term “¢
refer to food that
of the 43 categori

onventional food" to
would fall within any
es listed in 21 CFR

170.3(n).) However, the agency did not

Propose to take any

action on the listing

of ti)mn and several iron salts as GRAS
Substances in dietary supplements. FDA

4150 proposed to
and oxides of irg

affirm that ferric oxide
n are GRAS for use as

indirect human food ingredients. Also in

this Proposal, FD

A proposed not to take

any-action on the listing in Part 181 (21
CFR Part 181) of iron caprylate, iron
tallate, iron linoleate, and iron
naphthenate as prior-sanctioned driers
that may migrate from food packaging
material. Additionally, FDA proposed
not to affirm that ferric sodium
pyrophosphate, iron peptonate, iron
polyvinylpyrrolidone, sodium ferric
ethylenediamine tetraacetate (EDTA),
and sodium ferricitropyrophosphate are
GRAS as direct human food ingredients
because of a lack of safety and use data.
FDA published this proposal in
accordance with its announced review
of the safety of GRAS and prior-
sanctioned food ingredients.

In accordance with 21 CFR 170.35,
copies of the scientific literature review
and of the report of the Select
Committee on GRAS Substances (the
Select Committee) on iron and iron salts
are available for public review in the
Dockets Management Branch (HFA-

305), Food and Drug Administration, Rm.

4-62, 5600 Fishers Lane, Rockville, MD
20857. Copies of the documents are also
available for public purchase from the
National Technical Information Service,
as announced in the proposal.

In addition to proposing to affirm the
GRAS status of iron and iron salts, FDA
gave public notice that it was unaware
of any prior-sanctioned food uses for
these ingredients other than for the
proposed conditions of use. Persons
asserting additional or extended uses in

\ accordance with approvals granted by

the U.S. Department of Agriculture or
A before September 6, 1958, were
iven notice to submit proof of those
anctions, so that the safety of any
rior-sanctioned uses could be
etermined. That notice was also an
opportunity to have prior-sanctioned
uses of these ingredients recognized by
issuance of an appropriate regulation
under Part 181—Specific Prior-
Sanctioned Food Ingredients (21 CFR
Part 181), or affirmed as GRAS under
Part 184 or 186 (21 CFR Part 184 or 186),
as appropriate.

FDA also gave notice that failure to
submit proof of an applicable prior
sanction in response to the proposal
would constitute a waiver of the right to
assert that sanction at any future time.

No reports of prior-sanctioned uses
for iron and iron-salts were submitted in
response to the proposal. Therefore, in
accordance with the proposal, any right
to assert a prior sanction for uses of
these ingredients under conditions
different from those set forth in this final
rule has been waived.

FDA received three comments in
response to the agency’s proposal on
iron and iron salts. Two comments were

from distributors and suppliers of iron
and iron salts. The other comment was
submitted on behalf of a chemical
laboratory. A summary of each of these
comments and the agency s responses
follow:

1. One comment from a distributor
and supplier expressed its support of the
proposal.

The agency acknowledges this
comment. Because this comment agrees
with the proposal, the agency has not
made any changes in the regulations as
a result of this comment.

2. Another comment from a chemical
laboratory addressed the description for
the preparation of ferrous lactate in
proposed § 184.1311. This comment
asserted that ferrous lactate can also be
prepared by reacting sodium lactate
with ferrous sulfate. Additionally, this
comment recommended that the
Japanese Standards of Food additives
(JSFA-V; 1986) be consulted in
developing specifications for ferrous
lactate.

The agency has carefully evaluated
this comment. The agency agrees that
the comment describes a reaction that is
used to produce food-grade ferrous
lactate. Therefore, the agency has
modified the regulation on ferrous
lactate to include the reaction of sodium
lactate plus ferrous sulfate in the
manufacture of this substance. The
agency will consider the specifications
listed in the Japanese Standards of Food
Additives in developing specifications
for ferrous lactate.

3. One comment from a distributor
objected to the agency's decision not to
affirm as GRAS iron peptonate because
of a lack of consumer exposure data and
safety information. The company that
submitted this comment stated that it
has been importing iron peptonate and
selling it in this country. The company
stated that “during the last 1% years [it
had] sold a total of approximately 30,000
pounds.” The company also stated that
“the material is being used by our
customers in dietary supplements,
veterinary and possibly other uses."
However, the comment provided no
documentation to substantiate these
claims.

In the preamble to the proposal, the
agency stated that consumer exposure
data and relevant safety information are
necessary to evaluate the safety of a
food ingredient. Unless such data and
information are forthcoming. the agency
has no basis on which to affirm that the
use of a substance is GRAS. No safety
information has been provided for iron
peptonate, nor has documented
evidence been submitted to show that
this substance is being used as a food
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ingredient and to provide a basis for
developing consumer exposure data, In
the absence of such information and
evidence, the agency cannot affirm that
the use of iron peptonate as a food
ingredient is GRAS.

Persons seeking FDA approval for the

direct food use of iron peptonate may
submit a food additive or GRAS
affirmation petition in accordance with
21 CFR 170.35 or 171.1.

In several of the regulations listed in
the proposal, the agency inadvertently
omitted the oxidation state for iron in
the more formalized nomenclature for
iron compounds. For example, in
proposed § 184.1298 Ferric citrate, the
term “iron citrate” should have been
listed as “iron (I1I) citrate" in paragraph

(a). Therefore, the agency is making this

minor correction in this regulation, and
in several others, to reflect the more
formalized nomenclature. Additionally,
FDA has edited paragraph (c) of the
regulations to clarify it and to eliminate
redundancies. Also, the agency has
corrected the molecular formula in

§ 184.1304.

In the proposal, FDA stated that it
would work with the Committee on
Food Chemicals Codex of the National
Academy of Sciences to develop
acceptable specifications for several of
the iron compounds being affirmed as
GRAS for use as direct human food

ingredients and would incorporate these

specifications into the regulations when
they were developed. To date, however,
work on the specifications is still
incomplete. Until the specifications are
developed, those iron compounds for
direct food use must comply with the
description in the regulations and be of
food-grade purity (21 CFR 170.30(h)(1)
and 182.1(b)(3)).

The agency has previously considered

the environmental effects of this rule as
announced in the proposed rule of April
21, 1987 (52 FR 13086). No new
information or comments have been
received that would affect the agency’s
previous determination that there is no
significant impact on the human
environment and that an environmental
impact statement is not required.

In accordance with the Regulatory
Flexibility Act, the agency previously

considered the potential effects that this

rule would have on small entities,
including small businesses. In”
accordance with section 605(b) of the
Regulatory Flexibility Act, the agency
has determined that no significant

impact on a substantial number of small

entities would derive from this action.
FDA has not received any new
information or comments that would
alter its previous determination.

In accordance with Executive Order

12291, FDA has previously analyzed the

potential economic effects of this final
rule. As announced in the proposal, the
agency has determined that the rule is
not a major rule as determined by the

Order. The agency has not received any

new information or comments that

would alter its previous determination.
The agency’s findings of no major

economic impact and no significant

impact on a substantial number of small

entities, and the evidence supporting
these findings, are contained in a
threshold assessment which may be

seen in the Docket Management Branch

(address above).
List of Subjects
21 CFR Part 182

Food ingredients, Spices and
flavorings.

21 CFR Part 184

Food ingredients, Incorporation by
reference.

21 CFR Part 186
Food ingredients, Food packaging.

Therefore, under the Federal Food,
Drug. and Cosmetic Act and under

authority delegated to the Commissioner

of Food and Drugs, Parts 182, 184, and
186 are amended as follows:

PART 182—SUBSTANCES
GENERALLY RECOGNIZED AS SAFE

1. The authority citation for 21 CFR
Part 182 is revised to read as follows:
Authority: Secs. 201(s), 402, 409, 701, 52

Stat. 1046-1047 as amended, 1055-1056 as
amended, 72 Stat. 1784-1788 as amended (21

U.S.C. 321(s), 342, 348, 371); 21 CFR 5.10, 5.61.

§ 182.90 [Amended]

2. Section 182.90 Substances migrating

to food from paper and paperboard
products is amended by removing the
entries for “Ferric sulfate,” “Ferrous
sulfate,” **
iron."”

§§ 182.8301, 182,8304, 182.8306, 182.8308,
182.8311, 182.8315, and 182.8375
[Removed]

3. Sections 182.8301 Ferric phosphate,

§ 182.8304 Ferric pyrophosphate,

§ 182.8306 Ferric sodium pyrophosphate,

§ 182.8308 Ferrous gluconate, § 182.8311
Ferrous lactate, § 182.8315 Ferrous
sulfate, and § 182.8375 Iron reduced are
removed.

PART 184—DIRECT FOOD
SUBSTANCES AFFIRMED AS
GENERALLY RECOGNIZED AS SAFE

4. The authority citation for 21 CFR
Part 184 continues to read as follows:

Iron reduced,” and “Oxides of

Authority: Secs. 201(s), 402, 409, 701, 52
Stat. 1046-1047 as amended, 10551056 as
amended, 72 Stat 1784-1788 as amended (21
U.S.C. 321(s), 342, 348, 371); 21 CFR 5.10, 5.61.

5. A new § 184.1296 is added to read
as follows:

§184.1296 Ferric ammonium citrate,

(a) Ferric ammonium citrate (iron (111)
ammonium citrate) is prepared by the
reaction of ferric hydroxide with citric
acid, followed by treatment with
ammonium hydroxide, evaporating, and
drying. The resulting product occurs in
two forms depending on the
stoichiometry of the initial reactants.

(1) Ferric ammonium citrate (iron (III)
ammonium citrate, CAS Reg. No. 1332~
98-5) is a complex salt of undetermined

_ structure composed of 16.5 to 18.5

percent iron, approximately 9 percent
ammonia, and 65 percent citric acid and
occurs as reddish brown or garnet red
scales or granules or as a brownish-
yellowish powder.

(2) Ferric ammonium citrate (iron (III)
ammonium citrate, CAS Reg. No. 1333-
00-2) is a complex salt of undetermined
structure composed of 14.5 to 16 percent
iron, approximately 7.5 percent
ammonia, and 75 percent citric acid and
occurs as thin transparent green scales,
as granules, as a powder, or as
transparent green crystals.

(b) The ingredients meet the
specifications of the Food Chemicals
Codex, 3d Ed. (1981), pp. 116-117 (Ferric
ammonium citrate, brown) and p. 117
(Ferric ammonium citrate, green), which
is incorporated by reference. Copies are
available from the National Academy
Press, 2101 Constitution Ave. NW,,
Washington, DC 20418, or available for
inspection at the Office of the Ifudnra]
Register, 1100 L St. NW., Washington,
DC 20408.

(c) In accordance with § 184.1(b)(1),
the ingredients are used in food as
nutrient supplements as defined in
§ 170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingredients
may also be used in infant formula in
accordance with section 412(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 350a(g)) or with
regulations promulgated under section
412(a)(2) of the act (21 U.S.C. 350a(a)(2)};

(d) Prior sanctions for these
ingredients different from the uses
established in this section do not exist
or have been waived.

6. A new § 1841207 is added to read
as follows:

§184.1297 Ferric chloride.

(a) Ferric chloride (iron (I11) (:hl()rifig.
FeC1s, CAS Reg. No. 7705-08-0) may be
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prepared from iron and chlorine or from
ferric oxide and hydrogen chloride, The
pure material occurs as hydroscopic,
hexagonal, dark crystals. Ferric chloride
hexahydrate (iron (III) chloride
hexahydrate, FeC1s. 6H20, CAS Reg. No.
10025-77-1) is readily formed when

ferric chloride is exposed to moisture.

(b) The Food and Drug Administration
is developing food-grade specifications
for ferric chloride in cooperation with
the National Academy of Sciences. In
the interim, this ingredient must be of a
purity suitable for its intended use.

(c) In accordance with § 184.1(b)(1)
the ingredient is used in food as a
flavoring agent as defined in
§170.3(0)(12) of this chapter, with no
limitation other than current good
manufacturing practice.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

7. A new §184.1298 is added to read
as follows:

§184.1298 Ferric citrate.

(a) Ferric citrate (iron (III) citrate,
GiHsFeO;, CAS Reg. No. 2338-05-8) is
prepared from reaction of citric acid
with ferric hydroxide. It is a compound
of indefinite ratio of citric acid and iron.

{b) The Food and Drug Administration
is developing food-grade specifications
for ferric citrate in cooperation with the
National Academy of Sciences. In the
interim, this ingredient must be of a
purity suitable for its intended use,

(c) In accordance with §184.1(b)[1),
the ingredient is used in food as a
nutrient supplement as defined in
$170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingredient
may also be used in infant formula in
accordance with section 412(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 350a(g)) or with
regulations promulgated under section
412(a)(2) of the act (21 U.S.C. 350a(a)(2)).

(d) Prior sanctions for this ingredient
;i}:;‘ferent~ from the uses established in

8 section do not exist or have been
waived.

(8) A new §184.1301 is added to read
as follows:

§184.1301 Ferric phosphate.

(a) Ferric phosphate (ferric
grthophusphate. iron (III) phosphate,
*ePO,.xH,0, CAS Reg. No. 10045-86-0)
is ?n odorless, yellowish-white to buff-
'co fored powder and contains from one
:). our molecules of water of hydration.
5 ':spf}:f'pareq by reaction of sodium
cilrati.dm with ferric chloride or ferric

(bl The ingredient meets the
Specifications of the Food Chemicals

Codex, 3d Ed. (1981), pp. 118-120, which
is incorporated by reference. Copies are
available from the National Academy
Press, 2101 Constitution Ave. NW.,
Washington, DC 20418, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
DC 20408.

(c) In accordance with § 184.1(b)(1),
the ingredient is used in food as nutrient
supplement as defined in § 170.3(0)(20)
of this chapter, with no limitation other
than current good manufacturing
practice. The ingredient may also be
used in infant formula in accordance
with section 412(g) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 350a(g)) or with regulations
promulgated under section 412(a)(2) of
the act (21 U.S.C. 350a(a)(2)).

(d) Prior sanctions for this ingredient,
different from the uses established in
this section do not exist or have been
waived.

9. A new § 184.1304 is added to read
as follows:

§184.1304 Ferric pyrophosphate.
(a) Ferric pyrophosphate (iron (III)

pyrophosphate, Fe;(Pao7)s.xHa0, CAS Reg.

No. 10058-44-3) is a tan or yellowish
white colorless powder. It is prepared
by reacting sodium pyrophosphate with
ferric citrate.

(b) The ingredient meets the
specifications of the Food Chemicals
Codex, 3d Ed. (1981), p. 120, which is
incorporated by reference. Copies are
available from the National Academy
Press, 2101 Constitution Ave. NW.,
Washington, DC 20418, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
DC 20408.

(c) In accordance with § 184.1(b)(1),
the ingredient is used in food as a
nutrient supplement as defined in
§ 170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingredient
may also be used in infant formula in
accordance with section 412(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 350a(g)) or with
regulations promulgated under section
412(a)(2) of the act (21 U.S.C. 350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
wavied.

10. A new § 184.1307 is added to read
as follows:

§ 184.1307 Ferric sulfate.

(a) Ferric sulfate (iron (III) sulfate,
Fe3(SO4)s, CAS Reg. No. 10028-22-5) is a
yellow substance that may be prepared
by oxidizing iron (II) sulfate or by
treating ferric oxide or ferric hydroxide
with sulfuric acid.

(b) The Food and Drug Administration

is developing food-grade specifications
for ferric sulfate in cooperation with the
National Academy of Sciences. In the
interim, this ingredient must be of a
purity suitable for its intended use.

(c) In accordance with § 184.1(b)(1),
the ingredient is used in food as a
flavoring agent as defined in
§ 170.3(0)(12) of this chapter, with no
limitation other than current good
manufacturing practice.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

11. A new § 184.1307a is added to read
as follows:

§ 184.1307a Ferrous ascorbate.

(a) Ferrous ascorbate (CAS Reg. No.
14536-17-5) is a reaction product of
ferrous hydroxide and ascorbic acid. It
is a blue-violet product containing 16
percent iron.

{(b) The Food and Drug Administration
is developing food-grade specifications
for ferrous ascorbate in cooperation
with the National Academy of Sciences.
In the interim, this ingredient must be of
a purity suitable for its intended use.

(c) In accordance with § 184.1(b)(1),
the ingredient is used in food as a
nutrient supplement as defined in
§ 170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingredient
may also be used in infant formula in
accordance with section 412(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 350a(g)) or with
regulations promulgated under section
412(a)(2) of the act (21 U.S.C. 350a(a)(2))

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

12. A new § 184.1307b is added to
read as follows:

§ 184.1307b Ferrous carbonate.

(a) Ferrous carbonate (iron (II)
carbonate, FeCOs, CAS Reg. No. 563-71~
3) is an odorless, white solid prepared
by treating solutions of iron (II) salts
with alkali carbonate salts.

(b) The Food and Drug Administration
is developing food-grade specifications
for ferrous carbonate in cooperation
with the National Academy of Sciences.
In the interim, this ingredient must be of
a purity suitable for its intended use.

(c) In accordance with § 184.1(b)(1),
the ingredient is used in food as a
nutrient supplement as defined in
§ 170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingredient
may also be used in infant formula in
accordance with section 412(g) of the
Federal Foods, Drug, and Cosmetic Act
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(the act) (21 U.S.C. 350a(g)) or with
regulations promulgated under section
412(a)(2) of the act (21 U.S.C. 350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

13. A new § 184.1307c is added to read
as follows:

§ 184.1307c Ferrous citrate.

(a) Ferrous citrate (iron (II) citrate,
(CsHsFeO;), CAS Reg. No. 23383-11-1) is
a slightly colored powder or white
crystals. It is prepared from the reaction
of sodium citrate with ferrous sulfate or
by direct action of citric acid on iron
filings.

(b) The Food and Drug Administration
is developing food-grade specifications
for ferrous citrate in cooperation with
the National Academy of Sciences. In
the interim, this ingredient must be of a
purity suitable for its intended use.

(c) In accordance with § 184.1(b)(1)
the ingredient is used in food as a
nutrient supplement as defined in
§ 170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingredient
may also be used in infant formula in
accordance with section 412(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 350a(g)) or with
regulations promulgated under section
412(a)(2) of the act (21 U.S.C. 350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

14. A new § 184.1307d is added to
read as follows:

§ 184.1307d Ferrous fumarate.

(a) Ferrous fumarate (iron (II)
fumarate, (CiH2FeO), CAS Reg. No.
141-01-5) is an odorless, reddish-orange
to reddish-brown powder. It may
contain soft lumps that produce a yellow
streak when crushed. It is prepared by
admixing hot solutions of ferrous sulfate
and sodium fumarate.

(b) The ingredient meets the
specifications of the Food Chemicals
Codex, 3d Ed. (1981), pp. 120-122, which
is incorporated by reference. Copies are
available from the National Academy
Press, 2101 Constitution Ave NW.,,
Washington, DC 20418, or available for
inspection at the Office of the Federal
Register, 1100 L St. NW., Washington,
DC 20408.

(c) In accordance with § 184.1(b)(1)
the ingredient is used in food as a
nutrient supplement as defined in
§ 170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingredient

may also be used in infant formula in
accordance with section 412(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 350a(g)), or with
regulations promulgated under section

. 412(a)(2) of the act (21 U.S.C. 350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

15. A new § 184.1308 is added to read
as follows:

§ 184.1308 Ferrous giuconate.

(a) Ferrous gluconate (iron (II)
gluconate dihydrate, CisHasFeO14.2H:0,
CAS Reg. No. 6047-12-7) is a fine
yellowish-gray or pale greenish-yellow
powder or granules. It is prepared by
reacting hot solutions of barium or
calcium gluconate with ferrous sulfate or
by heating freshly prepared ferrous
carbonate with gluconic acid in aqueous
solution.

{b) The ingredient meets the
specifications of the Food Chemcials
Codex, 3d Ed. (1981), pp. 122-123, which
is incorporated by reference. Copies are
available from the National Academy
Press, 2101 Constitution Avenue NW.,
Washington, DC 20418, or available for
inspection at the Office of the Federal
Register, 1200 L Street NW.,
Washington, DC 20408.

(c) In accordance with § 184.1(b)(1),
the ingredient is used in food as a
nutrient supplement as defined in
§ 170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingredient
may also be used in infant formula in
accordance with section 412(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 350a(g)) or with
regulations promulgated under section
412(a)(2) of the act (21 U.S.C. 350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

16. A new §184.1311 is added to read
as follows:

§184.1311 Ferrous lactate.

(a) Ferrous lactate (iron (II) lactate,
CsHioFeOg, CAS Reg. No. 5905-52-2) in
the trihydrate form is a greenish-white
powder of crystalline mass. It is
prepared by reacting calcium lactate or
sodium lactate with ferrous sulfate or by
direct reaction of lactic acid with iron
filings.

(b) The Food and Drug Administration
is developing food-grade specifications
for ferrous lactate in cooperation with
the National Academy of Sciences. In
the interim, this ingredient must be of a
purity suitable for its intended use.

(c) In accordance with §184.1(b)(1),
the ingredient is used in food as a
nutrient supplement as defined in
§170.3(0)(20) of this chapter, with no
limitation other than current good
manufacturing practice. The ingredient
may also be used in infant formula in
accordance with section 412(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 350a(g)) or with
regulations promulgated under section
412(a)(2) of the act (21 U.S.C. 350a(a)(2)).

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

17. A new § 184.1315 is added to read
as follows:

§ 184.1315 Ferrous sulfate.

(a) Ferrous sulfate heptahydrate (iron
(I1) sulfate heptahydrate, FeSO,.7H.0,
CAS Reg. No. 7782-63-0) is prepared by
the action of sulfuric acid on iron. It
occurs as pale, bluish-green crystals or
granules. Progressive heating of ferrous
sulfate heptahydrate produces ferrous
sulfate (dried). Ferrous sulfate (dried)
consists primarily of ferrous sulfate

_ monohydrate (CAS Reg. No. 17375-41-6)

with varying amounts of ferrous sulfate
tetrahydrate (CAS Reg. No. 20908-72-9)
and occurs as a grayish-white to buff-
colored powder.

(b) The ingredients meet the
specifications of the Food Chemicals
Codex, 3d Ed. (1981), p. 123 (Ferrous
sulfate heptahydrate) and p. 124 (ferrous
sulfate, dried), which is incorporated by
reference. Copies are available from the
National Academy Press, 2101
Constitution Ave., NW., Washington,
DC 20418, or available for inspection at
the Office of Federal Register, 1100 L St
NW., Washington, DC 20408.

(c) In accordance with § 184.1(b)(1),
the ingredients are used in food as
nutrient supplements as defined in
§ 170.3(0)(20) of this chapter and as a
processing aid as definedin
§ 170.3(0)(24) of this chapter, with no
limitation other than current good
manufacturing practice. The ingredients
may also be used in infant formula in
accordance with section 412(g) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 350a(g)) or wnh.
regulations promulgated under sect'lor; )
412(a)(2) of the act (21 U.S.C. 350a(a)(2))

(d) Prior sanctions for these
ingredients different from the uses
established in this section do not exist
or have been waived. ;

18. A new § 184.1375 is added torea
as follows:
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§184.1375 Iron, elemental.

(a) Iron, elemental (CAS Reg. No.
7439-89-6) is metallic iron obtained by
any of the following processes: reduced
iron, electrolytic iron, and carbonyl
ron.

(1) Reduced iron is prepared by
reacting ground ferric oxide with
hydrogen or carbon monoxide at an
elevated temperature. The process
resulls in a grayish-black powder, all of
which should pass through a 100-mesh
sieve. It is lusterless or has not more
than a slight luster. When viewed under
a microscope, it appears as an
amorphous powder free from particles
having a crystalline structure. It is stable
in dry air.

(2) Electrolytic iron is prepared by
electrodeposition. It is an amorphous,
lusterless, grayish-black powder. It is
stable in dry air.

(3) Carbonyl iron is prepared by the
decomposition of iron pentacarbonyl. It
occurs as a dark gray powder. When
viewed under a microscope, it appears
as spheres built up with concentric
shells. It is stable in dry air.

(b} Iron, elemental (carbonyl,
electrolytic, or reduced) meets the
specifications of the Food Chemicals
Codex, 3d Ed. (1981) (iron, carbonyl, p.
151; iron, electrolytic, pp. 151-152; iron,
reduced; pp. 152-153), which is
mcorporated by reference. Copies are
available from the National Academy
Press, 2101 Constitution Ave. NW.,
_Washinglon. DC 20418, or available for
inspection at the Office of the Federal
Register, 1100 L St.,, NW., Washington,
DC 20408,

[c_) In accordance with § 184.1(b)(1).
the ingredient is used in food as a
nutrient supplement as defined in
§170.3(0)(20) of this chapter, with no

imitation other than current good
manufacturing practice. The ingredient
may also be used in accordance with
section 412(g) of the Federal Food, Drug,
and Cosmetic Act (the act) (21 U.S.C.
350a(g)) or with regulations promulgated
under section 412(a)(2) of the act (21
Uus.c, 350a(2)).

d) Prior sanctions for this ingredient
different from the uses established in

lh1§ section do not exist or have been
waived.

PART 186—INDIRECT FOOD
(S;UBSTANCES AFFIRMED AS
ENERALLY RECOGNIZED AS SAFE

- 19, The authority citation for 21 CFR
art 186 continues to read as follows:

Authority: Secs 201

. : - 201{s), 402, 409, 701, 52
::; 1(1046-1047 as amended, 1055-1056 as
7 2 e?. 72 Stat. 1784-1788 as amended (21
use 321(s). 342, 348, 371); 21 CFR 5,10 and

20. A new § 186.1300 is added to read
as follows:

§ 186.1300 Ferric oxide.

(a) Ferric oxide (iron (III) oxide, Fe:Os,

CAS Reg. No, 1309-37-1) occurs
naturally as the mineral hematite. It may
be prepared synthetically by heating
brown iron hydroxide oxide. The
product is red-brown to black trigonal
crystals.

(b) In accordance with § 186.1(b)(1),
the ingredient is used as an indirect
human food ingredient with no
limitation other than current good
manufacturing practice. The affirmation
of this ingredient as generally =
recognized as safe (GRAS) as an
indirect human food ingredient is based
upon the following current good
manufacturing practice conditions of
use:

(1) The ingredient is used as a
constituent of paper and paperboard
used for food packaging.

(2) The ingredient is used as levels not
to exceed current good manufacturing
practice.

(c) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been

waived.
21. A new §186.1374 is added to read

as follows:

§ 186.1374 Iron oxides.

(a) Iron oxides (oxides of iron, CAS
Reg. No. 97705-33-85) are undefined
mixtures of iron (II) oxide (CAS Reg. No.
1345-25-1, black cubic crystals) and iron
(IIT) oxide (CAS Reg. No. 1309-37-1, red-
brown to black trigonal crystals).

(b) In accordance with § 186.1(b)(1).
the ingredient is used as an indirect
human food ingredient with no
limitation other than current good
manufacturing practice. The affirmation
of this ingredient as generally
recognized as safe (GRAS) as an
indirect human food ingredient is based
upon the following current good
manufacturing practice conditions of
use:

(1) The ingredient is used as a
constituent of paper and paperboard
used for food packaging.

(2) The ingredient is used as levels not
to exceed current good manufacturing
practice.

(c) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

Dated: May 4, 1988.
John M. Taylor,
Associate Commissioner for Regulatory
Affairs.
[FR Doc. 88-10582 Filed 5~11-88; 8:45 am)
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26 CFR Part 145

[T.D. 8200]

Excise Tax on Heavy Trucks, Truck
Trailers and Semitrailers, and Tractors

AGENCY: Internal Revenue Service,
Treasury.

ACTION: Temporary regulations.

SUMMARY: This document provides
temporary regulations relating to the
excise tax imposed on the retail sale of
heavy trucks, truck trailers and
semitrailers, and tractors. Changes in
the applicable tax law were made by
sections 505 and 506 of the Highway
Revenue Act of 1987 (Title V of the
Surface Transportation and Uniform
Relocation Assistance Act of 1987).
These regulations affect manufacturers,
producers, importers, dealers, and
lessors of these articles and will provide
them with the guidance needed to
comply with the law. In addition, the
text of the temporary regulations set
forth in this document also serves as the
text of the proposed regulations cross-
referenced in the notice of proposed
rulemaking in the Proposed Rules
section of this issue of the Federal
Register.

DATE: Generally, these regulations apply
to heavy trucks, truck trailers and
semitrailers, and tractors sold on or
after October 1, 1987.

FOR FURTHER INFORMATION CONTACT:
Maurice B. Foley of the Legislation and
Regulations Division, Office of Chief
Counsel, Internal Revenue Service, 1111
Constitution Avenue NW., Washington,
DC 20224. Attention: CC:LR:T {LR-1-86).
Telephone {202-566—4336, not a toll-free
call).

SUPPLEMENTARY INFORMATION:

Background

This document contains amendments
to the Temporary Excise Tax
Regulations (26 CFR Part 145) under
section 4052 of the Internal Revenue
Code of 1986 (Code), as amended by
sections 505 and 506 of the Highway
Revenue Act of 1987 (Title V of the
Surface Transportation and Uniform
Relocation Assistance Act of 1987) (Pub.
L. 100-17, 101 Stat. 256, 258-59) (‘“‘the
Act"), relating to the excise tax on the
sale of heavy trucks, truck trailers and
semitrailers, and tractors. The
amendments modify temporary
regulations previously promulgated
under section 512 of the Highway
Revenue Act of 1982 (Title V of the




