March 5, 1975

[Docket No. 13841; Amdt. No. 1855111

PART 121—CERTIFICATION AND OPERA-
TIONS: DOMESTIC, FLAG, AND SUP-
PLEMENTAL AIR CARRIERS AND COM-
MRE:'EI_IAL OPERATORS OF LARGE AIR-
C

Requirements for Use of X-Ray Devices

The purpose of this amendment to Part
121 of the Federal Aviation Regulations
is tp prescribe requirements governing
the use of X-ray devices to Inspect carry-
on baggage and other items in accord-
ance with approved security programs
reguired by § 121.538.

Interested persons have been aftorded
an opportunity to participate in the
making of this amendment by A notlce
of proposed rule making (Notlce 74-22)
published in the FepEraL REGISTER onh
June 21, 1874 (38 FR 22275). Pue con-~
sideration has been given to all com-
ments presented in response to the
notice.

Most of the comments received were in
accord with the proposal, bui certain
of them recommencded several changes
to the proposed amendment.

The Notice proposed to require, for
FAA approval of an X-ray system ¢o be
used for the inspection of carry-on bag-
gage, that the system meet those stand-
ards prescribed by the Food end Drug
Administration (FDA) In 21 CFR 1020.-
40, regardless of the date the system was
manufactured. However, upon further
consideration of the proposzl, in Mght of
comments recefved, the agency has con-
cluded that the rule as adopted should be
consistent with the regulations of the
FDA. Accordingly, the proposal has been
changed in this amendment to require
a showing of compliance with the provi-
slons of 21 CFR 1020.40 for those X-ray
systems manufactured on or after April
25, 1974, For systems manufactured prior
to April 25, 1974, the proposal has been
changed to require a showing that it
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complies with either (1) the FDA guilde-
lines as published in the FEpERAL REGIS®
TER of August 8, 1873 (38 FR 21442) or
(2) the provisions In 21 CFR 1020,40.

In paragraph (a)(4) two examples of
the kind of personnel dosimeter accept-
able for use have been added parenthet!-
cally for purposes of clarification, In ad-
dition, that paragraph has been changed
from the proposal to provide for the eval-
uation of dosimeters at the end of each
calendar month, rather than every 30
days, in response to comments which
suggested such a change for administra-
tive reasons,

The proposal has also been changed by
adding in paragraph (b) of this amend-
ment a requirement for a radiation sur-
vey to be made of each Xiray system
within the 6 calendar months preceding
its use in order to ensure that it is pere
forming safely. In addition, the proposal
to require g radistion survey to be made
each time an X-ray sytem is moved to &
new location has been revised (para-
graph (¢) of this amendment) to provide
for an exception to the survey require-
ment, when it is shown to the satisfac-
tion of the Administrator that the par-
ticular system is so deslgned as to be
capable of belng moved without altering
1ts performance.

The FAA considers reasonable and ap-
propriate the proposal (paragraph (e} of
this emendment) to reguire s sign to be
posted in a conspicuous place which no-
tifies passengers that carry-on baggage
and items are being inspected by an X-
ray system and advises them to remove
X-ray, and scientific film from thelr
carry-on baggzage and other items before

‘inspection. Consistent with the intent

of the proposal, and in response to com-
ments received, a provision has been
added to paragraph fe) to ensure that
all carry-on photographic equipment and
flim packages are physically Inspected
without exposure to an X-ray system, if
the passenger requests such an Inspec-
tion.

The FAA belleves the use of X-ray
gystems facilitates the security inspection
of passenger carry-on baggage and serves
te discourage potential hijackers from
attempting to smuggle weepons and
other dangerous articles aboard aireraft.
The FDA guldelines and standards pro-
vide performance requirements for radi-
ation attenuatlon, safety interlock sys-
tems, warning devices, and instructions.
These criteria should be sufficient to pre~
vent harmiful radiation emissions due to
unsafe design or system malfunction.

The FDA regulations require 8 means

that ensures the presence of an operator

in a position which permits survelllance
of the ports and doors during generation
of X-ray radiation. The FAA believes this
regulrement will provide adeguate pro-
tection against any person climbing on
the haggage conveyor belt and belng ex-
posed fto radiatfon frcm the X-ray
gysteln.

In additfon, the FAA believes this
amendment will ensure adegquate moni-
toring of X-ray systems, since it requires
each system to meet FDA performance
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criteria, requires a radiation survey of
each system at lesst every 6 months, and
requires each operator of s system to
wear 4 personnel dosimeter,

As pointed out in the notice, any per-
son who knows of the use of an X-ray
gystem by a Part 121 certificate holder
to inspect carry-on baggage or items that
does not comply with that certificate
holder’s security program, as approved
under § 121.538, or comply with the pro-
visions of §121.538a, may report the
matter to any FAA regional or district
office. The FAA will Investigate each
alleged violation reported and teke ap-
propriate adminisfrative or enforcement
action in accordance with the procedures
set forth in 14 CFR Part 13. If deemed
appropriate, the FAA may request advice
and assistance from the Food and Drug
Administration or any other govermment

. agency in the conduct of its investigation.

(Becs, 313{a), 601, and 604 of the Pederal
Aviation Act of 1858; (49 U.B.C. 1354(n), 1421,
and 1424} Sec, 6(c)] of the Department of
Transportation Act; (40 U.S.C. 1856(c)))

In consideration of the foregoing, and
for the reasons stated in Notice 74-22,
Part 121 of the Federal Aviation Regula-
tlons Is amended eflective April 4, 1875,
by adding affer § 121.538 a new § 121.538a
to read as follows:

£12).538a Use of X-ray system.

(a) No certificate holder may use an
X-ray system to Inspect carry-on bag-
gage or items unless specifically author-
ized under an approved security program
required by § 121.538 or Jse such a .sys-
tem contrary io its approved security
program. The Administrator authorizes
a certificate holder to use an X-ray sys-
tem for inspecting carry-on baggage or
items, under an apbroved security pro-
gam, if the certficate holder shows

at:

(1) For & system manufactured prior
to April 25, 1874, 1t meets either the
guidelines issued by the Food and Drug
Adminlstration (FDA), Department of
Health, Education, and Welfare and pub-
lished in the FEDERAL REeGISTER (38 FR
21442, August 8, 1973; or the performance
standards for cabinet X-ray systems de-
slgned primmarlly for the inspection of
carry-on baggage Issued by the FDA and
published in 21 CFR 102040 (38 FR
12085, April 10, 1974) ;

(2) For s system manufactured after
April 24, 1974, it meets the standards for
cabinet X.-ray systems designed pri-
marily for the inspection of carry-on
baggage issued by the FDA and published
in 21 CFR 102040 (32 FR 12885, April 10,
1974);

{3} A program for iniiial and recur-
rent training of operators of the system
has been established, whicth includes
training in radiation safety, the efficient
use of X-ray systems, and the identifica-
tion of weapons and other dangerous
articles;

(4) Procedures have been established
to ensure that each operator of the sys-
tem will be provided with a personnel’
dosimeter (such as a film badge or
thermo luminescent dosimeter), each



dosimeter used will be evaluated at the
end of each calendar month, and records
of operator duty time and the results of
dosimeter evaluations will be maintained
by the certlficate holder; and

(6) The system has the capability of
distinguishing an insulated 24-gauge,
solid copper wire.

(b} No certificate holder may use an
X-ray system, unless within the preced-
ing 6 ealendar months a radiation survey
has been conducted which shows that the
system meets the applicable performance
standards in 21 CFR 1020.40 or guidelines
published by the Food and Drug Admin-
istration in the Feperat REGISTER of Au-
gust B, 1973 (38 FR 21442).

(¢} No certificate holder may use an
X-ray system after the system is initially
installed or after it has been moved from
ene location to another, unless a radia--
tion survey iz conducted which shows
that the system meets the applicable per-~
formance standards in 21 CFR 1020.40
or guidelines published by the Food and
Drug Adminisiration in the FEDERAL
RecisTER of August 8, 1973 (38 FR
21442); except that a radiation survey
is not required for an X-ray system that
is moved to another loeation, if the cer-
tificate holder shows that the system is
80 designed that it can be moved without
altering its performance.

{d) No certificate holder may use an
X-ray system that 15 not in full com-~
pliance with any defect notice or modifi-
cation order issued for that system by the
Food and Drug Administration, Depart-
ment of Health, Education, and Welfare,
unless that Administration has advised
the FAA that the defect or fallure to
comply 1s not such as to create a signif-
jeant risk or injury, including genetic
injury, to any person.

(e) No certificate holder may use an
X-ray system to Inspect carry-on bag-
gage or jtems, unless a sign is posted in
& conspicuous place which notifies pas-
sengers that such items are being in-
spected by sn X-ray system and advises
them to remove all X-ray and scientific
film from their carry-on baggage and
items before inspection. If the X-ray sys-
tem exposes any carry-on baggage or
item to more than one milliroentgen dur-
ing the inspection, the certificate holder
ghall post a slgn which advises passen-
gers to remove film of all kinda from their
carry-on baggage and items before In-
spection. If requested by a passenger, his
photographic equipment and film pack-
ages shall be physically inspected with-
out exposure to an X-ray system,

Issued in Washington, D.C., on Feb-
ruary 26, 1975, -

ALEXXANDER P, BUTTERFIELD,
Administrator.

PR Doc.75-5747 Flled 8—4-75;8:45 am)



