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Senator Bill Ray,
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Juneau, Alaska

Re: CSHB 247

Dear Bill:

This act relates to tampering with an item that is a food, drug, or cosmetic, and
delivering, dispensing or distributing those items.

Section 1(a) deals with criminal mischief in the first degree and enumerates all
those bad things you can do with intent to cause physical injury to another

person. No doubt such [legislation was prompted by the Tylenol episode in
Chicago.
Section 2 of the bill contains several definitions. It occurs to me, and you

might check this out with John 6., that perhaps we should amend the bill to
include a definition of "tamper".

1"d recommend passage.

Regards,
y L/ N e/ (
.L Vfc

Robert H. Ziegler, "Sr.
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Criminal Law.

CHAPTER 46.

Offenses Against Property.

ARTICLE 3.

Arson, Criminal Mischief, and Related Offenses.
CITATION Sec. 11.46749717“%“-————————-

CATCH LINE
DEFINITIONS.
TEXT AS used 1in secs. 400 - 490 of this chapter, unless the context
requires otherwise,
(€H) "oil or gas pipeline or supporting facilities"”

means real property or tangible personal property used in the
exploration for, production or refining of, or pipeline
transportation of oil, gas, or gas liquids, except for
property used solely in the retail distribution of oil or
gas;

2 "tamper"™ means to interfere with something
improperly, meddle with it, or make unwarranted alterations
to its existing condition;

€) "utility"” means an enterprise, whether publicly or
privately owned or operated, which provides gas, electric,
steam, water, sewer, or communications service, and any
common carrier;

()] "widely dangerous means" means any
difficult-to-confine substance, force, or other means capable
of causing widespread damage, including Tfire, explosion,
avalanche, poison, radioactive material, bacteria, collapse
of a building, or flood.

HISTORY (Sec. 4 ch 166 SLA 1976)
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Mr. Chairman:

E am hers today, to discuss with you the events surrounding the recant
contamination of Extra-Strength Tylenol caosules and to share with you
our thoughts and concerns regarding this tragic event. Cn behalf of
Secretary of Health and Hunan Services Richard Schweiker ano myself, 1
would Tike to acknowledge the excellent cooperation we have received
from industry, State and local authorities, and the Federal Bureau of
Investigation who have responded swiftly and effectively to this

emergency.

Based an the September 3G, 1932 report of deaths in Cnicago by a "Cock
County medical examiner, the manufacturer of Tylenol, McMeil Consumer
Products Co. of Fort Washington, Pennsylvania immediately removed the
lot from the marketplace nationwide which had been linked to the
deaths. Cn October 1, the manufacturer removed a second lot from the
marketplace nationwide which had been linked to an additional death.

In the greater Chicago area, all fatra-Strength Tylenol caosules were

withdrawn.

At the same tame, the Food and Orug Administration (FDA) issued
press releases on September 30 and October 1 (a press conference was
also held on October 1) advising consumers not to use Extra-Strength
TylenaT capsules until circumstances surrounding the deaths could

be clarified. Additionally, FOA began samoling Extra-Strength
TylenoT nationally on October 1. Samoling in the Chicago area had
begun- immediately upon learning of the Tylenol-related deaths cn

|
Seotamcer 30.



FIELD ACTIONS

During the next four days, over amillion and a half Tylenol caosules
were sampled and tested. Over 1,100 FOA field personnel “were ccrrmittad
to callect-ing and analyzing samples of Tylenol capsules and immediately
investigating all reports of deaths or iTTnesses which might have been-
assaciated with the use of Tylenol. Samples “were collected in
practically alT of the States and forwarded to our district -
laboratories for analysis. I would like to make scecial mention of the
enormous, task our analysts faced. Each individual caosula was
physically examined and 1its ingredients chemically analyzed. It was

truly an extraordinary effort.

In one instance, our field efforts may have, indeed, prevented an
additional death. One bottle taken from the shelves by FDA in the
Gnicago area proved to be contaminated with cyanide:. Tnis was the only

bottle containing cyanide that was not associated with a death, one
of the-capsules outside the Chicago area showed cyanide

contamination.-

.In addition, both plants where the lots involved had been produced
vers inspected to Insure that the contaminant had not been introduced
into the product during the manufacturing process. The Philadelphia
District Office began inspecting the Fort Washington, Pennsylvania
plant cn Sentameer 20 and the Houston District Office insoected the
Round Roclc, Texas plant on October L. We concluded that the

contamination was the result of tzmnering after the capsules had beer



shipped to distribution points and, most likely, after they F:EHEEi the

retail shelves- Same of the reasons were:

— The only cases of injury and death associated with
cyanide-contaminated capsules were in the Chicago area ana haa all

occurred within three days- September 22 to Cctcoer i.

— The control nunbers directly associated with the injuries and
deaths were produced in two widely separated plants at three
different times: Fort Washington, Pennsylvania ana Round Rcclk,

Texas in January, March, and April 19S2.

— There "was no uniformity in the amount of cyanide present in the

capsules that were analyzed.

— FDA Ilaboratory testing of capsules containing cyanide revealed
that the gelatin capsule begins todeteriorate 6 to 7 daysafter
being in contact with the cyanide, and samoles of capsules
collected and analyzed by FDA from a Schaumberg, [Illinois drug
store and FDA analysis of capsules from victims* bottles revealed

beginning stages of such"deterioration.

— The first* two control numbers implicated “were both shipced to the
Chicago area 1n mid-August 1282. The third lot was first shipped
to distribution points in Pennsylvania in May 1282. Subsequent
shipments of code 1301 MA were after that date and therefore all

were available for adulteration in Chicago at about the same

time.

— The bottle or* capsules implicated in one death contained both
Regular Strength and Extn-Strength caosules. Only the
Extra-Strength capsules contained cyanide. Inspection of the
plants revealed distinctly separate processes for the manufacture
of the two kinds of capsules and these processes are cnysically

separated one from the other.



— Local Taw enfcrcsnent agencies have announced that they believe at

this time that the tampering took place after the product left the

izariufacturing plant.

3y October 4, FOA also had checked reports of more than tv.elve deaths
or-illnesses 1n areas other than Chicago ana none proved to be related
to Tylenol. Cn that same date FOA issued another press release to
provide this updated information and to continue to advisa against the
use of nonprescription Tylenol capsules. Also* from the day the deaths
were Ffirst reported* my colleagues and | utilized national 7/ and radic
news programs* press conferences and other available means of

communication to convey this message to the public.

As authorities continued to investigate the cyanide poisoning deaths
in the Chicago area,, a reoort of a Tyienoi-related illness involving an
Croville, California man was received by FDA late on ttonday evening*
October 4. Field Investigators were imneoiataly assigned to the area
to Investigate the incident and acquire samples. Although the man
recovered* subsequent analysis of the Extra-Strenth Tylenol caosules
from the bottle he had used revealed the presence of strychnine. At
this time, althaugn all contaminated Tylenol products were Extra-
Strength Tylenol, retailers “were notified nationwide on October 5 by
the manufacturer to withdraw both Extra- and Regular Strength Tylenol
capsules from their shelves. FDA also issued another press release on
that date summarizing McfleiT"s announcement regarding the Croville
situation and restating its warning to consumers to avoid
Extra-Strength and Regular nonorescrioticn Tylenol capsules

nationwide.



As of today* over 150 reports of deaths or illnesses that might have
been related, to the use of Tylenol caosules have been received ty FOA
from across the country. We have investigated each of these reports
and have been unable to prove that any subsequent cases nave been
linked to the taking of contaminated Tylenol. We are continuing to

monitor and follow up on additional reports we receive.

HEADQUARTERS ACTIONS

In addition to the efforts undertaken in the field ana because cf the
continuing serious emergency involving the tamoering with
nonprescription drug products, |1 utilized our existing emergency
procedures for headquarters personnel and 2A-hour coverage was prolidea
by the staff. I also created a formal emergency Task Force devoted to
the Tylenol problem. Tne grouo met at least twice daily to review,
discuss and direct the activities of headquarters ana field

personnel .

These events have, quite understandably, generated concern about
package integrity and product security. After discussion with the
Secretary, |1 conferred with Tne Proprietary Association, a trade
association which represents a large numoer of ncnprescripticn drug
manufacturers, on October 3 suggesting that they organize an industry
task force to address this problem. They agreed to do so and
imnediately established the Joint Committee on Product Security. | met
with the Committee on Cctaber 5 to e.xDlare measures to imorove product

packaging 1in order to discourage tamoering.

Further, a special Exoert Technical Committee was aocointed to

develoD standards far tamcer-resistanc packaging. 7nis grouo met cn



Cctcber [ and 11*and reviewed technoleg;ies available to deal with this
problem* and a number of packaging types were ldentified as tatter
resistant by a definition developed by the group. In integral tart cf
these discussions has been the availability of necessary packaging that
are agreed upon. In addition* individual drug companies have been
examining their own packaging to determine what can be done to develop
and implenent additional tamper-rssistant procedures. As you know* the
Hoard of Directors of Tne Proprietary Association met yesterday and
received the report from the Expert Technical Committee. I am advised

that Mr. Cope will discuss the substance of that report in his

testimony.

Tnere 1s a need for a Federal standard to implement the packaging
requirement. Such requirements and their technical feasibility are the

subject of discussion within FDA and The Proprietary Association.

/
Of concern to us has been the development of State and local laws or //

proposals to require seme form of tamper-resistant packaging, mese
laws or proposals are an understandable resoonse in the face of this
tragic situation. It is Important* however, that there nor be
conflicting laws affecting nationally distributed products in sucn a
way that it is impracticable to market such products. Tnerercre on
Cctcher 5* Secretary Schweiker requested FDA to iirmedi ately begin
drafting a regulation that “"would require seme kind of tamoer-resistanc
packaging for nonpruscripticn drugs. Tne Secretary stressed the need
for uniform consistent standards that adequately protect the puolic

/
while assuring the availability of noncrescriptiarr drug orooucts

nationwide.



FOA currently possesses the legal authority to promulgate regulations
governing the design of containers to discourage cr indicate the
occurrence of tampering. Specifically, section 301(a)(2)(B) of the
Federal Food, Drug, and Cosmetic Act [21 U.S.C. sec. 351(a)(2)(B)!

authorizes FOA to issue good manufacturing practice regulations (3MPs)

for drug products.

GMPs are those measures that manufacturers take to assure that their
drug products are of adequate quality, including measures to assure
that products remain of adequate quality throughout the chain of
distribution. This S-1P authority has been used-to rscuire drug
containers to guard against foreseeable external factors that could
cause prcduct deterioration cr contamination. 7nese regulations .vere
not intended to cover tampering. Tampering has been uncommon and
sporadic, and has therefore not been considered, until now, to be the
type of threat to product integrity for which an industrywide resocnse
1s necessary. 3ut, in the light of the recent events in Chicago and
Qroville, it .1s "“Tear that good manufacturing practices should now
include the use of tamper-resistant packaging to discourage cr indicate
the occurrence of tampering. Such packaging is necessary to assure
that over-the-counter (OTC) drug products meet Federal requirements for
safety, quality, and purity at the time of purchase by the ultimata

consumer.

It must be recognized that the initiatives described accve will not
haopen overnight. Although we expect to publisn the regulation in tne
near future, it is going to take time for industry to get the ecuitment

in place in the slants and to begin marketing these orocucts. It
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should also be emphasized that a tamner-orcof package is not tossible.
Hoover, we believe that we can improve upon the packaging for these
products using existing and developing technologies by making then mar
resistant to tamnering of any sort. At the same time, we must help to
educate consumers to be alert to signs that indicate tamnering. Cur
goal in these efforts is to reduce the risk cf injuries or deaths to
consumers now and in the future. I want to assure you that Secretary

Schweiker and I give this matter the highest priority.

CONSUMER INITIATIVES

Initiatives are underlay by health professionals, the industry and

FDA to develop ways in which we can best inform and educata the pualic
about how critical it is -"or all of us to be as observant as possible
with regard to the condition of the products we buy. We will be
building upon our existing programs througn cooceration with the
private sector to develop ways to disseminate information and to
impress upon consumers that they have a personal responsibility to
heighten their sense of awareness in this area. In fact, the National
Council on Patient Information and Education plans to form a grouo
which will deal with various aspects on patient and consumer
responsibility. We are "working closely with the Council. Tne Council

headed by former Congressman PauT Regers, held its first meeting- cn

October 12, L98Z.

INTERN/® iTONAL CCMMUNICATICMS

We also undertook to disseminata information to the international

ccmmuni ty.



Cn Friday, Cctcber 1; tne text of Dr. Novitch"s statement as tne r.ccn
press conference® was sent by talegrzn to the World Health Organization
(WHO) offices in- Coneya, Copenhagen, end Washington. An ell-pest telex
was sent Friday evening by the Department of State. That evening, a
talex explaining events up to that time was also sent to 54 government

drug regalatcry authorities and WHO.

Over the next two days, we continued to provide WHO and the Stata
Dapartmant with additional information as it became available ana
requested that the various health ministries be-provided with this
updated information. Another talex was sent to international drug

regulatory authorities.

Further, cn October 3, we again contacted the Stata Department

updating domestic information cn the Tylenol situation, listing tr.e 11
foreign countries in which Tylenol capsule products are manufactured
and/or marketed,, and providing information cn the Johnson anc Johnson
preferred method of disposing of bottled Tylenol capsules. We provided
a list of the 11 foreign affiliates of Johnson and Johnson and
explained that these affiliates had already established communications
mith the local health ministries regarding sales of SXtra'StrenCSh
TyTenoT capsules. We transmitted this same information to WHO
Headquarters,. WHO regional offices, and the European Economic

Ccnminicy. This information was also transmitted to international true

regulator/ authorities.
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The willful contamination of products Intended to benefit consigners
is repulsive to us all. I can assure you that the Secretary and =
personally committed to moving quiclcly to provide additional safeguards

to help protect the public.

Thank. you .= Chairman. This concludes my prepared testimony. |

will be happy to answer any questions you may have.
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DEPARTMENT OF HEALTH AND  V
HUMAN SERVICES

~zcd and Drug Administration
21 CFR Farts 211. 31J. 3rd 700

Dacxet No. S:N-0330]

Tamcer-Resistant Packaging
Rccuircments for Cartain Cver-the*
Counter Human Orug and Cosmetic
Products

agency: Food and Drug Administration.
action: Final rule.

summary: The Food and Dru%. _
Administration |[FDA] is establishing
requirements tor tamper-resistant
ﬁackagmg for all over-the-counter (OTC)
uman drug products, except
dermatologies, dentifrices, and insulin,
and for cosmetic liquid oral hygiene
products and vaginal products. These
regulations wiil also require a statement
cnr.e labeiinc cf such products to alert
consumers to the specific tamper-
resistant feature cf the package. This
..Her, is taken .0 assure package
integrity and product security in light of
the recent cases of malicious
adulteration of OTC drug_products that
resulted in seven deaths'in tho Chicago
area and other cases in several
geographic arena nationwide,

dates: Packaging requirements are
initially effective February 7. 1W13 for nil
OTC drug products subject to tills ruin
(cxccut oral and vaginal tablets and
V.tRinnl and rectal suppositories) and for
cosmetic liquid oral hygiene products
and liquid vaginal products packaged on
or after that date. Labeling requirements
for all products and Packagmg
requirements for oral and vaqmal
tablets and vaginal ind recta
supFosllones are effective on May 5.
mail. Productstpackaged rior to May 3.
JOBmul held for salé at tho retail level
mart be in compliance with the tamper*
resistant packaging requirement, but not
+he distinctive indicator or barrier io
antry or labeling requirements of ‘lie
regulations by February 0. IPIU.
Commonls by December ii.

further detai

infemation
regulations.

Aoonnss; Written comments to the
Dockets Management Branch (I 'FA—
:0il. Food and"Drue Administration. Km.
-1 M00Fishers Lane. XocKvdle. MI)
201157.

-0n FURTHER INFORMATION CONTACT:

For drugs: Eileen K.!lodkinson.Nation..i
Center for Drugs and Biologies (IiFN-
ri. Food ami Drug Administration.

For
s see the effective dates
llowmg the text of Ihe

5630 Fishers Lane. Rockville. MD
20337. HOI-A43-6490,

For cosmetics: Heinz é Eicrmann.
Eureau of ,qudsg,l-l F-4401. Food and
Drug Administration, 200C St, FW..
Washington. DC 2020L 202-253-12-0.

SUPPLEMENTARY INFORMATION! FDA is

ssmng final regulufions to reouire

tamper-resistant ackaﬁlng for ccriain_
over-the-counter (OTCI drug “na
cosmetic products. OTC drug prc cucts
subioct to those regulations induce all

OTC drug products except _

derma,tologles_sl.,e.. products aP,leed to

the skin), dentifrices, and insulin. The

OTC drug Frqduct,s that are covered by

these requlations include oral fexcent

dentifrices), nasal, otic, ophthalmic,
rectal, sad vaginal drug products.

Cosmetic products covered by these

regulations are liquids that are used

orailv. such as mouthwashes, gargles,
breath fresheners, etc., and vaginal
cosmetic products. The agency is
recu:r:r.g that the packaging ol these
products be capable of providing
consumers with visible evidence ui
package tampering. In response to seven
recent deaths linked to Extra-Sirencth
7y.er.0|.caPsuIes. found lo Ic

contaminated with cyanide and to other

recent tampering incidents nationwide,

this action is beln([; taken to provide
safeguards against die future occurrence
of such incidents, Further, the agency is
requiring a labeling statement on tne
container to alert the consumer to the
spec:lie tamﬁer-resllstant_featur.e. In
addition, ophthalmic device adjuncts
such as contact lens solutions and

lubricants are covered by a

final regulation published olranvnere *n

this issue of ihe Federal Register.

L Background
77.e Chicago Poiuanir.as

Cn September 30. Ifl2 FDA was .
advised dial several persons I|V|ng in
the Chicago metropolitan area had died
from cyanide pmsoan after taking
Kxtra-Flrength Tylenol capsules.
Capsules taken from bottles of Extra*
Strength Tylenal in the possession of the
victims were cliotnicaily analyzed b
local authorities, and sonic of the
capsules in these bodies were found to
contain lethal amounts of potassium
cyar.ioe. By October 1, several more
Chicago area residents had died from
cyanide poisoning alter ingesting

ylenol Extra-Strength capsules,
bringing the total oi deaths lo seven.

Cn September 30. %overnment
uuthoMits and die ntnmifactuii'r of
Tylenol. McNeil Consumer Products.
Fort Washington, FA. began an
investigation io geterming tin* manner m
ainch “he capsules had iiecoinu

Fncurai Kogister / Vol. 47. Mo. 215 | FridaZ. November o. 1502 | Rcits and Regulations

3contaminated with cyanide. The
capsuies involved in'the seven deatr.s
were manufactured in two plants, one in
Pennsylvania cr. one in Texas. FDA'
investigators immediately inspected
both ftants. Eased cn the piant
I.tszecticrs, PDA concluded that the
contamination had rot occurred at
either plant, but rather was the result cf
‘r.mpcriog after the capsuies haa been
shipped -0 distribution nomis ; nd. most
Lkc iv. after ir.ey had reached the retail
shelves. Funner evidence to support t.r.s
position is described below.

The pattern of contamination revealed
during subsequent events was
inconsistent with the theory thnt the
cyanide had been introduced either at
Ihe source of manufacture or at
intermediate points in the chain of
distribution. The capsules involve; in
the Chicago deaths were manufactured
at three different Mrr.es awd in two
wideiy separate i-plar.ts. yet they were
apparen.Iv purchased within a short
Eerlod of time :n or.e geographlc area.

DA and otner agencies have tested 1.7
million Tkllenol capsules and
mv_estlga ed about 270 incidents in
which death or illness was thought

ossiblv lo re connected with the use ci

j lorjot. ToéMl_te, no Tylenoi i.r-nsuies
outside :he Chicago area have bred
four.d oi contain cv.mide. and there has
been no oiner confirmed case in wr.ich
cyanide ooisonmg was linked io the
ingnsiion oi Tvlend. That the rcisonir.g
deaths occurred :nonlv or.e location
during a brief space of time, although
-ho cnnsulcs were made in two daces at
different times, makes it e.xtrcmeiv
unlikely hat the cyanide contamination
occurred before Ihe capsules arrived in
the Chicago area.

In addition, certain other facts
[Irnnsty support mo position thnt the
tampering occurred alter the capsules
hud been shlpPed to distribution points
and, most like 6 niter they reached the
retail shelves, One of the bottles
associated with a death held both Extra-
Slrongth and Re([wlar Strength capsules:
only file Extra-Strength capsules
contained cyanide. Sutne of the
contaminated capsules showed visible
signs of tampering. FDA laboratory.
leciing of capsules containing cyanide
revealug thai the gelatin capsSulg begins
to deteriorate tl to 7 days after first
exposure o cyanide: samples of
capsules collected and analyzed hy FDA
from a drug store in Schaumburg, iL and
Irom victims hottles revealed die
beg\mnmg stages of such deterioration.

Ithough cunctusive evidence of the
exact circumstances of the tampering
ilues r.0i exist, it is believed that one or
mure persons obtained the Extra*
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Strength Tylenol capsules, contaminated
them With cyanide, inserted Ihese
capsules into the bottles, returned them
to the boxes m which ‘he; ere sold, arid
surreptitiously placed the boxes on the
shelves of the stores from which the
victims trorehased them. These Exira-
Streirgtk Tylenol capsuira were
packaged in piastic snap-top bottles,
wivh cotton wadding inserted into the
neci, of tne hottle, The bottles were
nlace-J inside individual cardboard
carto ns. AImou_t};h packaged in
comp.".ance wvit current FDA
requirements, neither the bottles nor the
cartons were sealed or otherwise
fabricated to ensure that access to the
product required the destruction or
visible disturbance of the package.

Response to the Chicapo deaths

The tragic events in Chicago elicited
response Ollseveral levels. Authorities
in lllinois, aided by Federal Government
agencies. launched an intensive
investigation to identify the person or

ersons who contaminated Ihe Tvienol.

unicipal authorities in trie Chicago
area look immediate steps to protect
their citizens against further poisonings
by cautioning aeamst lhe use of Tylerol
capsules and. in tne city of Chlcaqo,
banmnP the sale and use of all Tylenol
producfs. FDA conducted a nationwide
campaign to sample and anaivzc
Tyicnol capsules and other Tylenol,
products susceptible lo contamination,
and warned useins' the use of Extra-
Strength nnd Re.?ular Strength T} ienol
capoutes, McNeil withdrew Extra-
Strength. and then Regular Strengtn.
Tylenol consoles from sale and warned
a(t;alnst the use of all Tvienol capsules.
Stale and local jurisdictions throughout
the country Inuk a variety ol
precautionary measures. Police md
regulatorr authorities investig- led
dozens of reports of possible milated
Incidents. Poison control centers around
the country responded to qucaions from
concerned consumers. ,

in addition to these actions aimed at
the immediate problem, tovuiui
|ur|sd|ct,|ons are considering enacting
aws to improve the security of chug
product packaging to deter tampering or
alert the consumer to Its occurrence.
Cook County. IL. approved an ordinance
on October 4. IMR2 requmnP all 0TC
dru%s_tc he sold only in sealed
containers. Or, October 0. tne citv of
Chicago submitted a similar ordinance
lo thecily council.

_On the national level. Secretary of.
liealth and I (union Services Richard
Sclnvi'iker requested FDA to begin
drafting a regiula.tlon to require umper-
resisiam packaging for OTC drugs.
Several Members of Congress staled

their intention to introduce agpropnate
legislation, and on October 15, the
House Subcommittee on Healih and the
Environment conducted a hearing lo
eleore the ps .|ca?|ne secuntv issue.

t the requrst cf FDA. the Proprietary
Association, ¢ national trade
association representing manufacturers
0of OTC drugs, announced the formation
of a Joint Committee cn Product Security
lo explore ways of reducing the risk of
malicious tampering with OTC drugs. A
special Expert Technical Committee of
industry experts, established to develop
specific recommendations tor tamper-
resistant packagm,?, met ui Washington,
DC, and reported its conclusions on
October 14.1D&2. to the Board of
Directors of the Proprietary Association
in New York, On October 20, the Board
formally transmitted recommendations
for action to FDA-

Other Poisonings.

Since lhe Tylenol poisonings, several
cases of serious |n|ur|es have been
reported resulting from the use of
;groduc.ts that have been tampered with.
These incidents, although not me initial
impetus for tnese regulations, farther
demonstrate Ihe need for their prompt
inipiemeniation.

Need hr Federal Regulation To Improve
OTC Packaging Security

The poisnmng fatabties make plain
the gravity of tne risk to which ins
nation's population is exposed from
malicious tampering with drug products
sold Qvcr-tKe-ooiinicr to the consumer.
The Tylenol incident occurred in the
Chicago area, but is was followed hv
others elsewhere in the country. Nor is
the potential for such tampering
confined to one manufacturer's
?roduc_t_s. Incidents of OTC drug product

umncriie,- involving products oilier Mian
Tvienol have occurred in recent weeks.
The combined incidents demonstrate
that the need for adequate product
security is national in scope and
re%wres, an industrywide res?onse.

DA s the agency dem?na ed bg
ConEress to assure he safety of dfugs
marketed in the United Slates. It is,
therefore, appropriate for FDA, in
accordano itii Secretary Schweiker's
request, to develop and issue re%ulatlons
to raecl the problem of OTC product
tempering on a national basis. A Federal
requirement will not only help lo prolert
the entire pogulatlon, it wii! also obviate
the need for State and local laws aimed
at accomplishing the same objective lor
smaller unmoors rtf people. OTC drugs
are an important component of iiie
nation's health care system. Conflicting
packaging security requirements
Imposed at ihe local level would create
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a strong likelihood that cistribcrkm of
OTC drees rnigut be disrupted, thus
I|m|t|ngi the available scppiy of OTC
drugs. In addition, unnecessary costs
might be imposed cn purchasers cfOTC
drugs us a result cf the efforts b{
manufacturers and distributors to meet
differing standards. _

An FDA tamper-resistant packaging
regulation applicable um'fermiy toell”
manufacturers o0i OTC crar products in
all q,eo raphic markets will provide the
public health protection the country
needs and deserves, without unduly
burdening the national system c: cra
distribution and withoutraising healt
costs more than necessary lo achieve
the intended result. .

FDA is also responsible for assuring
the safety of cosmetic products. Most
cosmetic products are applied topically
to the skin. Such topicci products ao no¥,
pose the same heaith threat if tamPered
with as do ﬂroducts that arc innested,
inserted, inhaled, or intended for
ophthalmic_use, Far this reason, neither
dermalolcoic OTC drugs, nor topically
applied cosmetics, are suaiect to tne
requlations issued in this document.

_ Because some cosmetic; sucn its
liquid cosme".ic mouimvashes are used
within the oral cavity, they ccme n
contact with sensitive mucous _
membranes and smail But significant
amounts are usnaiiy mcMteo. The
agency believes, thcretore. that tnese
products present the same high degree
of Milk from tamperlngbthat Is presented
bv the drugs covered by tms tir.a; ra.c.
The aeency is aware of a recun: mcicer.:
in whicn a cosmetic moutnwash was
contaminated with acin by a person
who_tjmnored with the product before
retail sale. Accordingly. FDA is
requiring that liquid cosmetics used
orally be marketed in IamPer_-resm-mr.:
P,ackagmg meeting the criteria c: tms
inal rule.

Vaginal drag nnd_cosmetic products,
most of which-are liquid in form, are
also h|ghIY susceptible to tampering and
are capable of causing serious injury if
tampered with, Thus, these Ernonm are
ulso included in this final rule.

Man¥ OTC drug and cosmetic
Froduc s are already packaged tn
amper-resistant containers that are
scaled so that the contents cannot he
used without obvious destruction of the
packaging seal. (FDA notes, however,
thnt such packaging, without an _
accompan¥|ng label statement, mayr.ui
be completely effective, as eviaencta iv
several recent incidents involving
ophthalmic products.) The agencv
recognizes that _alth_ou?h the tecnr.ologv
is currently avaiiabie to make al!
packaging’i.f the products mentioned
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tebcve iamcer-resistant, it Mil i.ika
r.e.—..acturers some time io adapt the
- '.-Cie;y :0 ihc-ir parkcuter 7roe.acts.
7-3 ags.-.ny concludes. however. that
;.- racxacir.g is in the interest O; .he utsirjutioT.and? . ¢ liv. .
¢ health ana shoeia be re-auueu -3 js-s: naioadon :s a0 m

t -s passible. This .'ii-ci rum wiil =t rimed ry apprerria.s

3 -.aiir.bie to consumers mere Justrations or precaution**." stars m.enis
*3): 3> cxdtagea CTC drag and ¢ c=ic::be >g s&ieguarc.r.g .I.pr.'cuism
rrsmiic products. whiie Eilowirg U Nno consumer. To reduce: no
msrutacJtirsrs *-sd packers, tlesii "~ s miiiv mat the Ser.ur. v \r/]u:*.... -
3 *e.35821y packa?mg material ana  _¢79+ saiso rcavime 'hai sther n>
machinery for manufacturers to use. end lar - perrasisinnt feature ce ces'oned.

.ha time needed to set into oiace ur.v f
; : rom_materials that are generally -ct
new recuirements. The agency reauiiy available 'e.g.. an aerosol

encourages drug and cosmetic 'S
; ystem) or that barriers made from
manufacturers ;0 make the necessary rend'iy obtainable material (g g.. plain

Y v MG AL, ya
SOSSIble.gUefOFG the effective dates distinctive dESIgn 0r tcqo,

mmposed by this final rule and it

'mmicreates hat a Iarg’e segnment cf the The agency stresses that tamper-. .- W

r.dustry will compiv fully before the cacsagmg is not possible. AUhouen ..-e
raciurements :n this final rule wni

various elective dntc-s discussed later in Urem . ! wni-

his document. rsujco tip potential for inmpei >3, :hcv

. rannot eliminate it. Neither .he .vc.-.cv

Il. Concept of Tamper-Resisiance nor v.anufaciurers can .guarantee

The Proprietary Asscr.iation/FDA Brotectlon against malicious lamcc-mg
Z ipert Technicai’ Committee r.n Tamper- ~ but cun cr.iy make (amccring more
Tss-stant Packaging met on Cciober 7 Jjifficuit ay makln? product phckaumg
.« .1 nconsider measures thatwould emore resistant to tampering, .-'or tms
insure ccniai,-.er mte,(ﬂnty and make reason, ihe agency wiil consider a.iv
*'i.moermg evident if it occurred. On U'lbedn" statement suggesting that the
October "4, the Committee's conclusions  package :s tr.mper-prcot, as ccntruMPd
were considered by the Doarcl of Vi.n amctT-resistarit. to be false and
Tractors of the Proprietary Association.  nasivacing. Consumers must act lo
Zr, me_same daK. the Hoard pro.sc: rhemseives from injury by
recom.T.er.dea that FDA adoDt a enrrecting he condition of tne packages
regulation roouiring OTC drug 1.hav buy. the tablets and caosules ;'u*v
T-.C.-.UCIHQ 10 n%eﬂda Ean}%er-rtr-SI(Sjlaréce ‘axe, and tne iiquids they drink.
f-r.ormanco stanaard. 1ne standar Thu standards for tamper-ros-siam
+.0c drequire OTC drug packages "0 pi-cia' git. established byp'hls final rule
|, can indicator or barrier to emry that pyl'a Tow manufacturers flexibility in
wavid provide the consumer wiih visible  getarmin.pg which packaging system <0
tr.|uencad thatthlhe package Pﬁd been vse. Sevaral packaging options are
ampered with or 0pened. 1ne {-Jilabio :0 provide increased
assurance cf taiuper-resirtiince for a
la-'ge .lumber of pro nets. Alternative
systems hat provide ccrr.parabie
margins oi assurance wiil dso bu
acceptable under this final rule because
tho agency realizes dial the stale of <he
art of *his"technology is evolving. FDA
aensioers the packaging systems listed
below, which are currently available. lo
be examples of those capable of meeting
he f.umper-resisiant requirement r.i »ht3
final rule, it is not the agency's intent to
preclude technological innovation that
may introduce totally different systems
for providing protection to the consumer

srvcombtnElisnihcrt-cfra
mov r.s \ visualfnuica> - ..

_ ‘mmnbanur-c 1 *--a--. ¢
rier.,r.Maurtr.cnaf.c c. .a.

Vm

Proprietary Association also
recommended that packages bear a
hue! statement describing mu tamper-
sesister.t mechunium.

Based on die information developed
.[ the Expert Technical Committee, on
he Proprietary Association's
recommendation. and on me agency's
own knowledge and experience, FDA
has concluded that adequate pudiic
health proiecilun against malicious
tempering will be provided by the use of
‘..mour-re5|stanIJ)ackag|ng ineeiing the
r term discussed below. _

The agency defines a tamper-resistant
v.ckaqge is 0'ie having art indicator or orp
e rror ‘0 entry which, if breached or . gainst tampered products. _
A1-sing, can reasonably be expected to 1. riini wrappers. A transparent film

ravida .".sibie evidence io consumers wit.n distinctive design is wrapped
\u ameering has occurred. T.tmper- securely arouao_a product or product
‘osistant packaging may involve container, I'he film must lie cut or torn
~mameiii.Ite-nontainnr/closure systems or  «0 open the container and remove ihe
*e.auHiary-conlainer/carton systems or  product.
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! e ~0 "cicts. Dosace units
_ -nee *ra;es crtablets|are
r . Hu- v m clear plastic or
. '-.la .'_.r'.l\}é.'u.d uabmoart ;*T.an
" -r T-"Ker. to obtain fu-a-**r.a.m
. Vg pr(S]C{ -ra

".re ranted In clesti” i

rcronsdiicavci

,oc *113 cm cr .rek-a* a’'e"o -
-S' r.-cc.at.
-’ x ;-C;< & - m

NC o1CSI's -vii* "ii-5ir.cov ita* .-

Srur< hi-gt A Iry'-g tose.. e

Tun e c.|P and coircvme:, . -t-u
rust be cut or torn to coen the rant tn-r
+ad remove 'he rroduct.

. Fj.l. paper, crplastic cow res. Thy»
product is enclosed in an sndiv dudl
poacn 'hat must be torn or broken to
ahtp.in ihe product. o

b Zet't! 1ea.'s. Paper or foil with a
*a:5::10:.v3 aestan is sealed to_the mourn
gf a:c-.ta.nor under the cap. The se..l
m.usi or; .cm cr broken to cpr-n the
coma ntrand remove .he product.

1. ~.te seals. Paper or foil with a
dsii.icnve design is sealed over ail
rarlcn F.aps or a oodle cap. The seal
-ma he tern or broken :0 open the
cen.ai.-.er and remove_the product.

3 3rec.\chle caps. The container ia
*et.leu by a plasnc or meial can that
either oreaks away completely when
-amoved from the container or leaves

.t of .he cap attached to the container.

hu sap must be orcken to ooen the
crin.aner and remove me product,

L Sttuicu tabes. The mourn of a tube >
sanlen and the seal must be punctured
0 cutctn me product.

10, Scaled carton, All tlaos OL a carton
-res.e_cureg sealed and the carton must
be visibly damaged when opened to
*amove -ne prouuct.

11. Aerosol containers. Aerosol
containers are inherently tamper
resistant.

The agency urges manufacturers and
packagers, in de3|gn|n% the tamper-
resistant packages, to take into.
consideration that such Packaglng
should nut be so difficult to open that
3rthri*..c3 .and others manually impaired
cannot open them.

1. Provisions 0f tho Rule
*{ppitcabiiity

FDA is revising its re?ulations to
rstabiish requirements for tamper-
resistant cackagmg for all GT
vedue,s, except dermatologies, .
denntrices, and insulin, ana for cosmetic
liquid oral hygiene products and vaginal
products. FDA's current good
manul'.'icttirirg practice |CGNIP)
regaiiiiions |21 CFR Part 211) are
liuentted to provide assurance that drug

drug
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product qYualllty does not fall below that
which is teasible and available under
contemporary technology. FDA's
cosmetic regulations describe _
circumstances under which cosmetics
are adulterated or misbranded, or both.
In addition to establishing a tai oer-
resistant packaging requirement, tne
final rule also imposes a requirement
that the pack_aq_e label of the products
subject to this Tinal rule alert the
consumer to the existence of the specific
tamper-resistant mechanism. This
requirement is needed to assure that the
tamper-resistant packaging mechanism
achieves its intended purpose. Failure to
comFIy with eithrr requirement will
result in the aff'.cted product's being
considered adulterated under section

501 (a||2)[B), (b), or (c), or 601 (a) and (c
of th(e lle)(ge)raf Igood.([?ru , and(gosmet(ic)
Act (the actf (20 U.S.C. 31 (a)(Z)&B). (b).
or(c). or 30 ‘a) and (c)). Failure to
comply with Ihe iabeiing requirement or
the addition of labeling suggestmﬁ that
the packaem% is* .er-proof will result
in_the product's  ng considered
mishranded under section 201 nz, 502 (a)
or (c), 602 (a) or (c) of the act (2L U.S.C.
321(n). 332 () or (c). 362 (a) or (cﬂ.
Products that are imported into the
United States will be required to meet
these requirements as well.

This final rule applies to all
nonprescription drug products (other
than dermatologies, dentifrices, and
insulin), and lo"cosmetic liquid oral
hygiene Pro_ducts and vaginal products.
Dermatological OTC drug products (i.e..
those apf)_lled to the skm,?, dentifrices,
and insulin, and cosmetic products other
than liquid oral hygiene products nnd
vaginal products are not covered by this
final rule at this time because of the
lower probability of tampering or the
less severe consequences from _
tampering with these products than with
those products that are mgested,
inserted, inhaled, or intended for .
ophthalmic use. _

This final rule regunes manufacturers
and packers of products sublect to this
rule to package their products for retail
sale in tamper-resistant packa%es, The
agency contends that manufacturers and
packers can comply with those
regulations through the use of currently
available packagmgbtechnology,_whlch
has been shown lo be both feasible nnd
valyable in assurmP product %uallty.

The agency concludes that by
sgecn‘ymg a result to tie achieved rather
than specific kinds of packaging ,%ystems
for particular products, it is providing
manufacturers flexibility lo determine
for themselves Ihe most cosi-effective
Packaemg system that produces a
nmpcr-resistani package for their
products. Manulacturers and packers
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are. of course, free to adopt a_packang
technology not listed in this final ruie i
that technology produces a tamper-
resistant package. Conversely, use of
one of the identiiied technolo?Jes docs
not. by itself, constitute compliance with
the requirement for the use of a tamper-
resistant packa |n?s stem if the
application of the technology in a
particular case does not meet the
standard established in this final ruie
(e.g., if the system is inappropriate to the
product or is faulty in demgnf.

In addition to requiring larnper-
resistant packaging, this final .rule also
requires the labeling of the affected
products to containa statement
describing the tamper-resistant feature
of the package and advising consumers
that, if the feature is breached or
missing when the product is purchased,
tampering may have occurred. Tamper-
resistant packaging with an appropriate
labeling statement will be more likely to
protect consumers because the
consumer will be in a better position to
detect tampering when he or she has
knowledge thata tamper-rcsisinnt
feature has been incorporated imo die
package design. For example,
ophthalmic products, including both
drugs and contact lens solutions
regulated us devices), are now required
0 be sealed so that Live contents cannot
be used without destroFlng the seal (2L
CFR 260.50), but a labe mgi statement
drawing the consumer's attention to the
seal is not required. The agency is
aware of incidents in which products
subject to that requirement may have
been maliciously adulterated, with
subsequent |nJu_rg_to consumers. A label
statement describing the purpose of the
seal and cautioning against purchase if
the seal were broken or missing is now.
required by this final rule for ophthalmic
0TC dru% products. In a separate
document published elsewhere in this
issue of the Federal Register, the agency
is establlshln? a requirement for a
statement in the labeling of contact lens
solutions to alert consumers to the
Inmf)er-reslsta,nt features of the package.

Although this final rule applies to
many OTC drug products and cosmetics,
the agency recognizes that ex_|st|n?
packaging or marketing practices for
sonic products or classes of products
may provide adequate protection for
consumers, but not meet the specific
requirements of the regulations. Thus.
FDA also is establishing in ihe
regulations a procedure for _
manulacturers and packers to obtain
exemptions from the tamﬁer-resystant
packaging requirement, the labeling
requirement, or both. Aithoiteli an
exemption may be sought through the
citizen petition procedures in §10.30 (21

CFR 10.30). the agency believes
instances |ust:fying an exemption will
be rare. .

Because of the imoortar.ee of the
?ubllc health concerns addressed ty
hese [eﬁulatlons, the aeency has
established an early effective date r
them. The effective date provisions are
described more fully below. Some
manufacturers may have d|ff|cult¥ in
meeting the eariy effective dale of the
regulations. The'equipment needed lo
implement tamper-resistant packaging is
often built on oraer ana therefore may
not be readily obtained in a short period
of time. Moreover, these regulations will
create additional demand for packagmg
equipment nnd. therefore, the su(fply 0
certain equipment may not be adequat
for many months. If manufacturers
cannot obtain necessary eouipment in
time to comply with the effective date
Frovmons, It may be necessary to stay
he effective date for parncuiar products
to avoid disruption oi the market for
these products, Stays under tne citizen
petition procedures in §10.30 may be
requested lor any aspect of tne
regulations, including those relating to
the label statement and the use of a
distinctive bame* toentry.

The agency wiil accept petitions fcr
stays of the effective date, but only if
manufacturers and packers adequateiv
demonstrate that they have taken nil
reasonable steps to apply tamoer-
resis'am packaging technoloqby to their
products, but cannot comply Dy the
effective date or cannot get new boding
printed by the effective date. The
showing must include a description of
the tamper-resistant packaging
technology the petitioner propvses to
use: a description of the facilities and
equipment needed to apply tuat
technology; a timetable identifying the
date when the technol_o,(t;y was chosen,
the date when the facilities and _
equipment will be available for applying
the technology to the product, and the
date by which the product will be in
comPhance with the regulations. A
lengthy stay will not be granted if the
petitioner has selected a tech_noloqy.that
will require u substantial period of time
to obtain nnd apply and the petitioner
could, without undue expense,
adequately comply with the regulation
by using another technqlogy. _

To assist the agency in handling nnv
petition for nstay of the effective date
or for an exemption for a covered
product, it is requested that the
submission be clearly identified on the
envelope as either a "Request for
Exemption from Tamper-Resistant Rule"
or "Request for Stay of Tamper-
Resistant Rule." If a firm submits hoth a

e
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stay and an exemption for the same
product, it is requested that each
petition be submitted separately in its
own envelope clearly marked as set
forth above. Further,if a firm submits
comments on the final ruie. they should
be submitted separately to the agency
and not combined with"either a request
for a stay or request for an exemption.

Effective date. The regulations
become effective in three steps. The
requirement that a tamper-resistant
Eackage be used is effective February 7,
983 for OTC drug Products and
cosmetics that are the most vulnerable
to tam ermg: The OTC drug products
subject to this effective date are: oral,
vaginal, and rectal drugs (other than
tablets and supposﬂones&, otic drugs,
nasal _dru%s, ophthalmic drugs. A later
effective date of May 5.1903 is provided
for oral and vaginal tablets and va?lnal
and rectal suppositories. The tablet and
suppository dosage forms are ,
considered less susceptible to tampering
because known methods of tampering
are more difficult to apply to tablets and
suppositories without creating visible
evidence that tamﬁermg has occurred.
For nil products, the label statement
requirement and the reg_uw.eme.nt that
the barrier to entry be distinctive are
effective May 5.1903.

There is a third effective date. 1 year
from the initial effective dale, Februar
3.1984. by which time all stocks held for
sale (including slocks in retail stores),
no matter when packaged, must be in
compliance with the requirements for
tamper-resistant packagmg. This date
also applies to imported products. The
effective date provisions assure that
lhose products that are most susceptible
to malicious adulteration will be the first
required lo be packaged in tamper-
resistant packaging. FDA believes that
longer effective dates for those products
for which malicious adulteration is less
likely will permit manufacturers to
comply more quickly with the
requirement applicable to the more
susceptible products without undue risk
to consumers. The later effective date
for the label statement requirement and
the requirement fora distinctive barrier
to eniry recognize that these
re(%unements, although important, are
not as urgent as the need to assure that
tamper resistant packaging is used, and
that it may lake more time to arrange lor
the labeling and package design changes
that must be made to comply wtlli these
provisions of the requlanons.

The time limits selected by FDA also
take into account information provided
-ii the .a%ency by the.Proprletar_Y_
Association ‘concerning ihe ability of the
OTC drug industry to acquire die

necessary packaging equipment and
integrate’it into their production
sYstems. .Accord.mgIP/, a requirement
etfective immediately or a requirement
effective for all %roducts_ at the end of a
comparatively short period of time, such
us 3 months, would impose a serious
strain on lhe packaging machinery
industry to produce, and on the oTc
drug industry and other affected
manufacturers to acquire and put into
Place, the equipment needed to produce
amper-resistant packaging.

Several consequences could be
anticipated were the agency to require
an eariy effective data for ail products.
First, companies unable to meet the
requirement would have to discontinue
marketing their products after the
effective date. Second, it could force
industry to compete for scarce resources
as |fa|I,Products Presented identical
risks. Either result could disrupt the
supply of oTg druqs to lhe consumer
and make it difficult for manufacturers
of tamper-susceptibie products in
particular to meet the deadline, The
costs of compliance, and thereby the
price of oTC drug Eroducts tothe
consumer, would also be unnecessarily

high.
gFDA concludes, therefore, that llie
sequential effective dates established bv

tiiis regulation are reasonable and

assure ail adequate supply of OTC
Products at a reasonable Iane, and itis
therefore appropriate for FDA to phase
in die requirements of die regulations
set forth in this final rule to assure that
lhe supply of these products is not
un_necessarll¥ disrupted and that their
}?rlces arc not unnecessarily increased.

hat objective can be achieved b
deferring the effective date for products
that arc less susccotihlc to tampering or
less harmful if tampered with. liy
Frowdmg a deferred effective date for
ess susceptible products, the agency is
providing on a categorical basis the
relief it would have“been likely io grant
on an individual basis.

These regulations apply lo all affected
products produced in retail packaging
on or after the effective dales. Applying
the same effective dale lo products
produced earlier than the effective date
wouid require immediate withdrawal
from the ret.iil shelves of noncomplying
products after the 3- or 0-month effective
dales, a result that would lie unpractical

necessam(, it is appropriate for FDA to

and disruptive to health care. Because of

the need tor the affected industry to
avoid further incidents of tampering and
the incentive the industry has lo
maintain consumer confidence inoTc
drug and cosmetic products, the a_?len_cy
anticipates lii.it manufacturers will i.ike
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promot action to imniement the
Brovmons of these regulations even

efore the mancaiory effective tiaies
FDA beiieves mat. for “his reason, the
marcel will be mgmﬂcantly_depleted C
products in nOn-tamper-resisfant
packaging within a relatively short
period of time.

However, in order to assure that at
some defined future date ail products
covered by the ruie are coniamed :n
ta_mper-reswtant_packaem(%_(although .
without the labeling or distinctive tiesisn
requirement), even to the retaii level, the
aﬁency is establishing a retail ievei
effective date of February 6.1954 after
which all products packaged before Mav
5.1983 must be in comBhance with the
requirement that the}é e packaged in
tamper-resistant packaging. (Products
packaged after the May 5. 1983 effect;’ e
date must be in compiiance with ail
aspects of the regulations after tout
dale, without regard to the retail level
effective date. Products pa,ckaged after
the February 7.1983 effective date must
be ;n compliance with tng taniper-
resistant'packaging requirement after
that date, without regard to the retail
level effective date.[) he agency
believes that manufacturers wiil be
encouraged to convert their product
packaging to the non-ianiper-resist.int
variety sooner if products meeting th.it
requirement of the recuiatiuns that -re
pac,ka%ed before May 3, 1953 u. 0 not
su_bH)ec to tne ret.iil ievei effective o.,te
with respect to tho Lbeiitic and
distinctive design requirements.
Accordingly, the retail level effective
date wiil not applg to the labeling ana
distinctive indicator or barrier to entry
requirements of ihe regulations.

The a e_ncY acknowledges that it may
prove ditficult to meet this effective
date. In that event, FDA must consider
whether removal of ail products that .ire
not in compiiance us of that time mav
have an ad' .tso impact on the
availability of some products, in the
marketplace and consequential
dISfU_BtIOﬂ of health care, it is also
possible that the quantity of
noncomglylng products remaining on me
market by this time wilt in; negligible, in
winch case a retail level effective date
mav lie unnecessary. Because ot :he
uncertainly involved in attempting to
estimate the circumstances th.it will
prevail at the lime of the retail ievei
affective date, the agency will review
tin' need for such a date and wn.it me
dale should lie alter it has had an
opportunltr_ to determine the effects of
tins regulation on the marketplace Sur.n
review will lake Flace long enouun
before the retail level effective o.ite
occurs for any change in that ila*» to oe
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taken into account by those who will be
required to meet it, In addition. FDA will
consider requests for stays in the retail
level effective date on a case-by-case
basis. _ _

After the retail level effective date,
Froducts remaining on retail shelves
hat were packaged before May 5.1983
that are not packaged in tamper-
resistant packaging will be considered
adulterated and mishranded. Given lhe
unique circumstances that have made
these regulations necessary. FDA will
consider all feasible alternatives to
dealing with noncomplying products
remaining in trade channers.

IV. Legal Authority

Under the Federal Food. Drug, and
Cosmetic Act. FDA is authorized to
impose requnements necessary to
assure that drugs meet the requirements
of the act for identity, strength, quality,
and purity. Such requirements may be
imposed as current good nianutacturne
practice ICGMF) (20 U.S.C. 351 (a)(2)(t )|
and in aid of other statutory
requirements relating to {Jroduct safet
ang integrity. See. e.g, 21 D.S.G. 351|b¥
and |c).

Under its authority to specify CGMP'ti.
FDA already requires drug product
containers [o protect against
"foreseeable external factors in storage
and use that can cause deterioration or
contamination of die drug| product” (2
CFR 211.9-I(b)t. That regulation was
intended lo deal with con! "uinalion
originating during storage of td; "
products throughout the chain oi
distribution up to the Pomt 0i use by the
consumer, including storage by
intermediaries, retail outlets, and tin:
consumer. That regulation was not.
however, intended lo require the use of
tamper-resistant packa%lng. When that
re%ulatlon was issued, turnpenny.
not regarded as a sufficiently serious
prohicm to justify the imposition of
container securify measures aimed at
safequarding drug products against
contamination, from ,tam}?erlng. The
recent events involving Tylenol,
combined with other recent tampering
incidents, make it clear that tampering is
a serious problem to winch the aliened
industry must resFond.. The
requirements set forth in FDA's CGMY’
regulations for pharmaceutical products
represent those measures needed to
ensure that drugs purchased by the
people of this country meet ali’statutory
requirements al the fime of purchase.
Such measures must now include
provision for container and package
design that provides prelection aﬁalnst
guentma.il tirndur.t .uiidferntion h"
means < l.or.pene...

FDA's authority to issue Federal
standards for tampei resistant drug
packaging is also derived from other
provisions of the uct reIa_tlngsto drug
adulteration. Under section 501(b) of the
act. drugs arc required lo meet
appllca le compendial standards for
strength, qluallty, and purity. Under
section 501(c) of the act. drugs not
subject to compendial standards are
required to Rossess the strength, quality,
and purity they are represented to have.
Because Contamination of drugs by
tampering causes these requirements to
oe violated. FDA is authorized to impose
packaging requirements reasonably
designed to prevent such contamination.
Tilt: existing re?ulatlon requiring the use
of seals on ophthalmic products was
issued under the authority of section
501(c) of die act. See 21 CFR 200.50(a)(3).
That regulation was issued in response
to contamination of ophthalmic products
at tho retail ievei by persons using liit-
Froducts in the store nnd then returning
hem to the shelves. Persons wiio
subsequently bought the products were
exposed to injury trom contamination of
the products caused by this kind of
tamp 'ring. . .

FDA is also authorized lo issue
pacKaue security requirements lor
cosmetics. Such”authority is found in
sections 10l Iazlandlld and 701(a) of the
act. Under section tit)l[;i) ol the act, a
cosmetic is adulterated 1t it hears or
contains any poisonous or deleterious
substance which nn.v render n injurious
to users. Under section |KI,IIc,2 of the act.
a cosmetic, is in! derated it it has been
prepared, parked, or held under
Insanitary conditions whereby it may
have become contaminated with fiitli or
whereby it may have been rendered
injurious to health. Section 701(a) ol the
act niitnonzed FDA to issue regulations
for the efficient enforcement ol the uct,

In the past, FDA has issued
regulations requiring the labeling of
certain cosmetic products to contain _
warning statements. In some cases, (lie
statements have been required to warn
consumers of the danger of intentional
misuse. For example, ST-IUII(h)t]) (2
CFR 7%10.11(h)(1)) requires a warnm?
against the intentional inhalation o
certain aerosol propellants. The agency
required the warning after it became
apparent dun the dangerous practice of
inhaling FroPeIIants had become
sufficiently frequent to c.otinti'ufc a
hazard ol widespread gubllc concern.
g*!O IT. 11012; March 3.1975.) Intentional

ampering is an abusive practice licit
also presents hazards for consumers of
the cosmenc products named in the
regulation and. tlierciore. the agency is
requiring lhe same packaging and
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warning statements for cosmetic liquid
oral hygiene products and vacinai
%roducts mat it is requiring for certain

TC drugs.

The requirement for a label statement
alerting the nurchaser to the tamper-
resistant feature of a product’s ,
packaging is authorized unaer the cited
adulteration provisions and under
sections 502|c). M2Ic). and 201(r.) of the
act. The label statement r .ecessarv lo
assure the effectiveness a the tamner-
r*sistant feature ar' ,san integral part
of the tamper-resisian: package design.
The absence of trie label statement tnus
causes the product to be adulterated. In
addition, unaer sections 501(c) ana
002(c) of the act. a product is =
mishranded if a statement required
under other authority in tne act is
omitted from tne product's iabeime..
Finally, under sections 201|n), 502!ai.
and tii)2ia) of the act. a prouuct may be
misbranded b?, reason of tne emission of
a material fact about tne product. Tne
age_ncy beiieves that omission of a
staiement alerting me consumer to a
packaging feature designed to prevent
adulteration would consulate tne
omission_of a material iact. in light of
ropresnniutions maae ciscwhare in me
labeling of a product intended to induce
purchase throuvn the implicit
representation tn.u the product is noi
adulterated.

FDA concludes that mandatory
standards for tamper-resistant
par.'r,aging are necessary. The affected
Industry n.is shown a commcnanbtc
interest in improving product security by
voluntary means, ilowevcr. in a matter
of such serious ﬁubllc health concern, it
IS unpropriuic that the age.ncK assure
that nil necessary steps will bo taken by
maiiul.iciurers tnrougli tne issuance of a
binding regulation. _ .
~ Nothing in these regulations relieves
itnv person of the responsibility for
compliance with other npplle.inle
regulations including the drug GGMP
regulations, In particular, ,ma{or changes
in"packaging to comply with these
regulations may aflect compliance with
the e* niration dating requirements of 21
CFR 211.127. Additional stability studies
may be necessary under these
circumr.larines.

Preemptive
ro"/tnreiuans

~ I'DA intends that the regulations
issued in tins document preempt State
and local pac,ka?mg, requirements mat
are tint identical to'it ii ai! respects,
including muse relating to the use of
alternative tamper resistant p.iexaging
systems, me coverage of tne regulations
within tne product categories addressed.

of these [lachc”ins
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the label statement alternating
consumers, exemptions, and effective
dates. .

As oreviotisly discussed. FDA is
~Uthorized to assure the safety ot drugs
~Ivi cosmetics marketed in inferstate
commerce in this country. The
rtunur'aciuring and distribution system
for tntjse products is national in scoPe
ecu 'he measures adopted by FDA to
secu'ate this national svstem shcuid-be
adequate to safegzuard die interests of
e entire population. While State ana
local requirements for products may on
occasion be appropriate and necessar.Y,
such measures should not interfere with
FDA's accomplishing those ourcoses
that are within its ConyressionaiSv
mandated area of responsibility.

The requirements established by these
-cguiations provide for the use of
temper-resistant packaging for most
C7C Jrug products and certain
cosmetics. The requirements become
effective on - (sgwwred basis aimed at
bringing about the use of tamper-
resistant ackngma/ more quickly for
Jtose affected products that are most
iusceniible to amPermg 0r most
potentially harmful if maliciously
adulterated. The effec ve dates lake
olo account the,avallabllltk/ of
packagmg machinery, and the ability of
manufacturers to acouire and begin to
use it. such dial the need for consumer
promotion is met without unnecessary
disruption of the supply or increase in
lie cost of affected products. FDA
therefore regards this final rule us
ptoviding protection against malicious
tampering in the manner most
advantageous to consumers. FDA
acknowledges the interest of Stale and
local jurisdictions in Protectlng ilielr
citizens front criminal acts mvolva
OTC drug products. Thu aqency belleves
dint this Interest in given effect by tho
stigulaiions issued in this final rule.

Stale and local requirements for OTC
*product ﬁackaglng that differ from those
‘mstabiished by this final rule won! '
interfere with' tho accomplishment of
FDA's objectives in several ways. These
regulations are intended to allow the use
of alternative packaging systems to
?uard against tampering. A State or
ocal requirement that one or several
specific packagm? systems be used
exclusllvely ".vmial have otto of several
undesirable effects. First, it wouul
exclude from that market products not
using the designated systems. Such an
'xclusinn would curtail the stiopiv of
OTC urugs and cosmetic products to tho
residents of the qur|sd|pt_[on involved. It
would also interfere witii competition
viilmi tluit market, with an
accompanying potential for higher
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FrICES. Second, it could, if the State or
ocal market was big enough, force
manufacturers to auopt tne Slate or
local standard for products marketed
anywhere tn the country wlier.- tnat
standard was consistent wif. oilier
State or local standards. This resuil
would effectively negate the FDA
regulations set forth In this unai rile, ft
would aiso force manufacturers to use s
limited number of packaging sys'ems
with no assurance that such systems are
the bast aaapted to prowdmgi tamper-
resistance or the most cost-etfective
Packaglng system that produces a
smper-resistam package, it wouid.
firaiiy, provoke intense competition
among manufacturers for a limited range
of pac _aglnﬁ equipment capable of
producing the complying packaging, thus
Impeding the conversion of ail affected
OTC drucs and cosmetics to the tamper-
resistant variety. Third, effected
manufacturers could be forced to ,adoFt
different packaging systems meeting tile
separate requirements of each
jurisdiction, if this were done, product
costs and prices would he increased by
the need to create different
manufacturing and distribution systems
adapted to tin different requirements
prevailing throughout the country.

In addition to these undesirable
affects on the distribution and cost of
affected OTC draﬁs and cosmetics and
on the ability of the affected industry to
convert ..uicklv and efficiently tts
gr_oducts to tamuer-resisiaiil packaging.

lide and local drug ami cosmetic
packagmg requirements have Hut
potenfial for interfering with FDA's
ability to enforce the agency's own
tamper-resistant packaging
requirements. For example, because of
difterences hi interpretation, it is
Eossmle that a product that met the
Federal requirement would be deemed
illegal at the State or local level, or vice
versa. _

Imposition of Slate or local packaging
re%uwements prior to the effective dates
of these regulations would also hinder
Ihe orderly attainment of the obJectwes
that these regulations are intended to
achieve. The 1-and 0-moiilli effective
dates specified *n this document have
been established in response to
information concerning the availability
of packang equipment and the ability
of manutacturers to procure it and
integrate it into their manufacturing
operations. These affective dates wiil
assure that products are produced in
tamper-resistant pack_aglng as soon as
possible consistent with an adequate
supply iff products at a reasonable cost.
The retail level effective date. February
it. Hint, tor products packaged prior to
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May j. Ult>balances the intessibiiitv of
converting the pacKagir.a of already
manufactured products ir.to tamger-
wsistant uuckagmq against 'he
r.unsuirur's need at some point *o be
certain (hat ail proctucts tor rc-...;| saie
are .sc named in Siam packaging. An

.- flier retail level effective nate. or
Slate cr locjl packaging requirements
I-vpticauie to rhe retail saie of products
n concomptying packa?mg, would
potentially ur.aarmme tne ability os
manufacturers to t.T.piement these
regulations by diverting aitenncn from
the effort to bring new packaging into
comciiance with those requlations. An
earlv requirement for retail levei
compliance would also disrupt the
iv."illabdiiv of products to the consumer
for an indeterminate period of time.

For these reasons. FDA concludes
'hat. as of die date of publication of tins
final ruie. ihe requirements tmcoseu bv
this final rule should be die exclusive
means ot bringing aoout the use oi
tamoer-esistnnt OTC drug| and. cosmetic
_ackang? and associated abellng. Fee
ivies j. Rath Pactumé Co.. 430 U.S. 519.
net. denied. 431 U.S. 923 1'J7"I: _
Cosmetic. .".cimrvf'rcorcnce.IssVi v,
Slate ot Minnesota, 440 F. Supp. 121h tD
Minn, 1977, atf'd per curium. 3/5F.2]
12" 8ill'll Cir, 197HII: droot.f.noen Carle
7' Inc. aVilV, 573 F 211705 12.1 Cir.
ID")") corr. domed 441 U.S. 904 119701,

Guoil @.:re -omate a Cnei XF.mAion

The Administrative Proceuure Act
m'd FDA regulations arovide "in i
general mriw ol prnooseo rc.tomaxing
need not be puniisheu in the Federal
Register when die agency :or good cause
finoti that "notice and public procedure
¥ oeare |mﬁractlcable, unnecessary, or
contrarg to the nubile interest." |5 U.S.C.
55511)1(3). 2L CFR 10.40%0»(I].| As
discussed above, the prouiems caused
by malicious tampering are multiple and
pose significant public health concerns.
As reports of each new episode of
malicious tampering receive wide
exposure m the news media, die
likelihood of further similar incidents
increases. It is clonrlv in the public
interest to move quu:kIY to establish
uniform Federal regulatory standards
that will enable manufacturers to
implement tamper-resistant packaging
and Iabelln_% requirements as -tficienily
and exgedl lously as possible. Quick
action bv "he .!genlcv IS vitmly necessary
to reduce the likelihood that additional
‘ampering wiil occur or that other
Innocent purchasers will be harmed. In
addition. - rapid response will enhance
a(];ency efforts to educate purchasers bv
.lortmg diem to the problems and wiil
help restore public confidence in the
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integrity of thp OTC druP and cosmetic
products in the marketplace.

The requirements cont,lined in the
recusations set forth in this final ruie ore
L.i%d or. standards and echnology
'Digested by and discussed with
representatives of the* OV'C drug
manufacturing industry. 3ased in_part on
tr.rse discussions and or discussions
with representatives from the cosmetic
industry, the agency believes that the
requirements are reasonable and that
tne timetable for compliance is
attainable.

Therefore, the agency has concluded
that because adequate ﬁrotectlon of the
puuiic health requires that tamper-
resistant packaging be implemented as
quickly as possible, there is good cause
to issue these regulations as a final rule.
See generally Hercaics. Inc. v.
Environmental Protection Aupncv, 596
F.2d 91.12b (D.C. Cir. 1PTB).

The aggency, is providing a 30-da,t
comment neriod ana will'review
carefully ail comments submitted during
that period to uetermtnj tne o
aplpropnateness of revisions to this final
rule.

V. Economic Consider, nuns

_ FDA has examined tne regmaiorv
impact and re?ulatory flexipility
implications of this final ruie in
accordance with Executive Order 12291
arid the Regulatory Flexibility Act The
agency estimates that this final rule will
a'fed ‘iibou’. 2billion mail packages per
ear. Some of these OTC products
{pnrthS 10 to 30 perr.ant) are already
packaged in ways defined as _
acceptable, unit'will reed onlv, labeling
statements and distinctive indicators or
barriers to entry. Mary. proimhiv_most,
of tne remaining products would be
converted to tumper-iesisiant packui.'tr;;*
even in tne absence (i this final ruii— »
reduce actual risks, io restore or sustain
consumer confidence, cr, in some cases,
to comply with new State or local
requirements, Therefore, the cost
impacts attributable to this final ruie are
some traction of the total costs that will
be incurred by manufacturers to
Improve the integrity of their products'
packaging. _ .

The Expert Teclin cal Committee on
Tamper-Resistant thicker,inp estimated
unit costs of tamper resistant packaging
to range from a fr.icrioit of a cent for
some popular packaging systems, such
as snrink see.is. to several cents per unit
for bubble p.mas and manual seals. If
unit_costs average 1.0 to 20cents oer
retail package, aggregate recurring costs
for ternpcr-restslanl packaging would bo
i>29 to S40 million per year.

Costs tor new packaging equipment
era not expected to have a significant

impact on ihe average cost per package.
Equipment investment outlays would
presumably be spread over Several
years following the effective date,
deﬁendlng on équipment availabi |t¥
(which vanes from several months to 2
years) ana manufacturer preferences a?
L0 packaging systems. Some
manufacturers' may temporize with tre
kss expensive equipment, untii they
have decided upon ana taken delivery of
the equipment they will use in the long
run, The cost of packaging equlgment
varies wideiy from less than S100 to
overSICO.000 per unit. When these
investments are depreciated over the
life of the equipment and the number of
packages handled, the average cost per
package appears extremely Small
regardless of the original cost.

The 3- and 6monih effective dates for
tamper-resistant packagm? may impose
some adciiiional cost penalty on
manufacturers. If manufacturers cannot
install new packaging equipment before
tin effective date, they could experience
ar r'.odof market disruptions or high
mo_ .1packaging costs. The ftmti ruie
anticipates some difficulty m obtaining
delivery of packa_?lng equmment. The
provision for nntittuns lor stays of the
effective date should largely eliminate
cost,lmr)acts in these situations.
Similarly. the 6monih effective date tor
Iand|n1g statements may impose .locied
costs. Tne one-time cr.ange in labeling
for ail affected products Is e\uec.tet: |
cost S3 io S10 million. The agency ones
not believe that the industry will
experience significant costs for stocks of
obsolete packaging a* the O-month
effective date. _ _

The 15-tnonth retail level effective
date may result in some returns of non*
temper-resistant packagest. |
manufacturers. The agency believes that
attv such returns will be very small in
volume, will not occur at thé wholesale
level, and will be confined to the
smalfes.t retail outlets. The agenc¥'s _
stated intent to reconsider this effective
dr te after it has an op#oortunlt to
observe the market effects of tho final
ruie supports the conclusion that the
cost of obsolete stock returns u 1be
insignificant. .

Thus, the agency believes that the
total cost of conversion to tamper-
resistant packaging would not be
sufficient even In its entirety to warrant
designation of the rule as u'major rule.
Moreover, it i*j the obvious intention of
mapir industry segments to proceed with
tamper-resistant packaging regardless of
any regulation. Therefore. Ihe net cost
|mFact attributable to the final rule is far
below Ihal which would require n
rcguiatorv impact analysis.

Because these regulations are issues
as « ftnai rule without being prececeo
by general notice a: pro?ose o
rulemaking, a final reﬂu atory ar.aivsis
unde: section b04 of the Ret_}u[ator¥
Flexibility Act :f|4 Stat. 1107) is no
required_In <.ny event, the ruie will nm
have s significant economic |mPa_ct on e
substantial number o: smail entities. A
ccmcarattveiy few iarge firms dommat?
the OTC dru?_mar.xet with the 29 largest
firms accounting for about two-thirds of
sales. These iarge firms will prooabh
utilize the more expensive, hign-voiurr.e
packaging equipment. Moreover,
exemptions and f)et_ltlons for a stay are
available to small firms that may have
difficulty complying with the provisions
of this final ruie.

VI. Environmental impact

The ager.cv has determined pursuant
to 2! CFR 25.241d) (121 and 1131
(]promot‘d December 11.1979: 44 FR

1742! that tms action is of a tvne tn.t
does not individually or cumulatively
have- a significant impact on the human
environment. Therefore, r.eitner an
environmental assessment nor an
environmental statement is required.

List of Subjects
21 CFF. Far: 21

Drugs— Manufacturing. L.joolir,:..
L.bcrr-terio'. Packaging and crni.v.r m
Warehouses.

21 CFR Part JI-

Administtative practice and
procedure. Drugs.

2: CFR Perl 700

Cosmetics. Definitions. Prohibited
cosme tic ingredients’,

.hereiore, under the Federal Food.
Drug, and Cosmetic Ac! Ssecs. 201nl,
5t::."502. *503, bIfi. 507. 01) .é>02. 101, 52
Si«'. 1049-1050 as amended. 55 Stat 651
59 S'et. 403 as amended SZI L'S.C.
2211n). 351, 352. 355, 350. 357. 301. 302.
3711 and under 21 CFR 5,11 us revised
gsee A7KR 16010; April 14.191T1, parts
f1|1|. 314, and 700 are amended as
ollows:

PART 211—CURRENT GOOD
MANUFACTURING PRACTICE FOR
FINISHED PHARMACEUTICALS

. L Part 21l is amended by adding new
ji 211,132 to mao as follows:

i 211.12 Tnmper-resiﬁtnnt oncKngin
rccuirements lor cver-ihe-counter durrnn
arug procecis.

twlGeneral. Because most over-the-
counter |OTCi human drug products are
not now nachuged m tamﬁer-remstant
reiail packages, there is the opportunity
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for the malicious adulteration of OTC
drug products with health risks to
individuals who unknowmg,lty purchase
adulterated products and with loss of
consumer confidence in. the security of
OTC drug product packages. The Food
ana Drug Administration has the
aulhontv and responsibility under the
Federal rood. Drug, and Cosmetic act
(the Act! to establish a uniform national
requirement for tamper-resistant
packaging of OTC drug products that
will improve the security 0i OTC drag
packa mgz.and help assure the safety
and eftectiveness of OTC drug products.
An OTC drug product (excepta
dermatologles]p. dentifrice, or insulin
product) for retail sale that is not
packa?ed in a tamper-resislanl packa%e
or that is not property labeled under this
section is adulterate _ _
of the act or misbranded tinder section
302 of the act. cr both.

(b)  Requirement for tamper-resistant

packn»e. Each manufacturer and packer
who packages an OTC drug product
(except a dennatologic.il. dentifrice, or
Insulin product) for retail sale, shall
package the Eroduct ina tamper-
resistant package. A tamper-resistant
Backage is one having an indicator or
urner tc entry which, if breached or
missing, can réasonably be expected tn
Prowde visible evidence to consumers
hat tamperlng has occurred. To prevent
the substitution of the tamper-resistant
feature after tampering, the indicator or
barrier to entry is required to in?
distinctive uy design (e.g..an aerosol
container) or by the use oi an identifying
cnaractoristic. A tamper-resistant
package may involve an immediate-
containur and closuiv --ysiem or
suconiiary-contninor or carton system or
any combination of systems inténded lo
provide a visual indication of package
|nte?r|ty. The Wmper-resis'.ant feature
must remain intact when handled in a
reasonable manner during manufacture,
distribution, and retail display.

1(rg Lubeling. Each retail package of an
OTC drug product covered by this
section is required to contain a
statement that is prominently Flaced S0
that consumers are alerted to the
specific tamper-resistant feature of Ihe
package. The labeling statement is
required lo be so placed that it will be
unaffected if the lumper-resistant
feature of the paekage is breached or
missing. _

(d) . Requests forexemptions from
ptn.huging tinti hihehng requirements. A
manufacturer or pucker may request an
exemption from the packaging and
labeling requirements of tins Section. A
request tor an.exem?tlon is required to
be submitted in the form of a citizen

under section 501 —

petition under 510.30 of this chanter anri
should be cleariv identified on the
envelope as a "Request tor Exemption
from Tumner-resistant Rule." The
Petltlo.n is required to contain the
ollowing: _ .
|1] The name oi the drug product or. if
the petition seeks an exemption for a
drug cias3. the name oi the crag class,
and a list of products within that ciass.

(2) The reasons that the drug product's
compliance with the tamper-résistant
packaging or labeling requiremenIM of
this_section is unnecessary or cannot be
achieved. .

(3) A description of alternative step3
that are available, or that the Retmoner
has already taken, to reduce the
likelihood that the product or drug class
will be the subject of malicious
adulteration, S

(4) Other information justifying an
exemption.

This information collection requirement
has been ap?roved by the Office of

Management and Budget under number
0910-0143. _

() 0TCdnig
a{)pr_oved new tlr.n; applications.

Llokion of approved new drug
applications for OTC drug proyucts are
required under 3314.11 (a) (-ll(vi), |51(xi).
or (d)(5) of this chapter to provide for
changes in ag_ka?mg, and under

§31 .t)]a)|5§3|xn) 0 provide for changes
In labeling to cnmniy with the
re(iunemen_ts of this section.

Ik Poison Prevention Pact.crtng Act
of 1070. This section does not aifeet a,e»
re(?_unements tor "special packaging' at
defined under i 310.211) or this chapter
and retiulred under the Poison
Prevention Packa?m Act of

(g) Effective date. OTC drug products,
except dermatological. dentifrice, ana
insulin products, arc required 10 comply
with die requirements of ihis section on
tlie dales listed below except to me
extent that a prouuct'a manufacturer or
packer has obtained an exemption from
a packaging or labeling requirement.

products subivct :a

(1) Initial effective seto forpackcemq

requirements, (i) Tim pantagln? _
requirement in paragraph (b of tins
section is effective on February 7,19U3
for each affected OTC drug ?roduct
(except oral and vaginal table.:) anil
vaginal and rectal supRosnorles)
Packaged on or after that dale, except
or die requirement in paragrapn |'u) of
this section fora distinctive indicator or
barrier lo entry. _ .

(ti) Tin: packaging requirement in
paragraph tiff of this section is effective
on May a. 1Jit3 for each OTC drug
product that is an oral or vaginal tablet
or a vaginal or rectal suppository
packaged on or after dial dale.
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12) Initial effective datefor labeling
require...eras. The requirement in
paragrapn (b) cf this section mat the
Indicator cr bamer to entry be
distinctive by design and the
requirement .n paragraph (c) of "hi3
section fora labeling statement are
effective cn May 5, 7933 for each
affected OTC drug product packaged cn
or after mat date.

(3)  Ratalilevelcreative date. The
tamper-resistant packaging requirement
of paragrapn_|b) oi this section is
effective on February ti. 1984 for each
affected OTC drug product held for sale
on or after that date lhat was packaged
before May 5.1983. Thi3doe3not
include ihe requirement in_paragraph (b)
of this section that the indicator or
banter to emrv be instinctive by design.
Products packaged after May 5.1983
must be cn compiiance with all aspects
ot the regulations without record to the
retail levcleffective date.

PART 314—NEW CnUG
APPLICATIONS

2, Part 314 isamended in ' 314.8 by
revising me first sentence in paragrapn
(a) (4IPVI% and %3) fxi), bv revising .
Paragrap (a) 15 1.\i), and by revising
he first sentence cn pnmempn io) (51°to
read ..s follows:

33t l.a SuDDiemental applications.

Sa)x * 1
4 roon %

(vil A change in container to provide
f.'r "srteci.ii pa,cka%m%" as ttnii -ed in
5210./t1) oi this chapter pursuant to the
requirements of requlations tinner the
Poison Prevention Packaging Act of 1970
or to provide lor tamper-resistant
packaglng under 3211.132 of this

chapter, * * *
(5 .

(of)  Changc which provide for
"sgemal pneknung" as defined in
53'0.2i 110f this chapter which are tn
the form of an "overrap" to the existing
closure of a container without any other
changes in the container/closure system
or provide for tamper-resistant
packagmg under $211.132 of this
chaptér. * * *

(xii) Addition lo the labeling of such
statements as required by the Poison
Prevention Act ot 1970 or regulations
Promulgate_d thereunder or required for
amper-resistant packaging under
5 211.;32 of this ghapt?r.

d'k * %

15) Changes which provide for
"special packaging' aa defined in
5 110.5(11 of tins coupler other man the
use of an additional closure as provided
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for in paragraph (a.)(S)(xi} of this section,
where the composition of the container,
the torque (tightness) of the container,
nnd the composition of the closure
component in contact with the drug (cap
liner or tnncrscal) remain the same as
provided in the approved new drus
application or provide for tamper-
resistant packaging under §211.132 cf
this chapter.

°ART 700-GENERAL

Part 700 is amended by adding new

3
§700.25 to read as follows:

§700.25 Tamper-resistant packagzing
requirements for cosmetic prooucts.

_(a) General. Because most cosmetic
liquid oral hygiene products anti vaginal
products are not now packaged in .
tamper-resistant retail packages, there is
the oppor.tunltr tor the malicious
adulteration of those cosmetic products
with health risks to individuals '.vho
unknowingly purchase adulterated
products and with loss oi consumer
confidence in the security of cosmetic
product Packages. The Food and Drug
Administration has the authority and
responsiblitv under tne Federal Food.
Drug, nnd Cosmetic Act (‘he art) to
establish a uniform national requirement
lor tamper-resistant packaging of
cosmetic liquid oral P/glene products or
products used vaginaftv that will
Improve lhe packa%lng security and help
assure the safety of those products. Such
a cosmetic product for retail sale that is
not packaged in a tamper-resistant
package or that is not properly Labeled
under this section is adulterated under
section 001 of the act or mishranded
under secuori i>Q®of the act. or hoth,

(b) Reauirenicnt for iamper-rcristant
package. Each manufacturer ami packer
who packages a cosmetic liquid oral
hygiene product or vaginal product for
retail sale shall package the product in u
temper-resistant pack iue. A tamper-
resistant nackage is one having an
indicator or barrier to entry which, if
breached or missing, can reasonably be
expected to ﬁrowde visible evidence tn
consumers that t_amperlng? has occurred.
To prevent substitution of the tamper-
resistant'feature after tampering the
indicator or barrier to entry is remiircu
to lie distinctive by design’(e.g.. an
aerosol containerl or by the use of an
idemilylnc characteristic. A tamper-
resistant package may involve an
immediate-cop.iainer a.id closure system
or secotulary-cor.taincr or carton system
or any combination of systems inténded
to provide a visual indication of package
ifiiegriiy, The lamper-resisinnt feature

must remain intact when handled in a
reas 7 thit manner during manufacture.
dis'1L Jtion. ana retail display.

(c] Labelmg. Each retail package of a
cosmetic product covered by this section
is required to contain a statement that is
prominently placed so that consumers
are alerted to the specific tamper-
resistant feature of the package. The
labeling statement is required to be so
Flaced that it will be unaffected if the
tamper-resistant feature of the package
is breached or missing.

(d) Requests for exemptions from
packang and labeling requirements. A
manufacturer or packer may request an
exemption from die packaﬁjng and
labeling requirements oi this Section. A
request for an_exemption is required to
be submitted in the form of a citizen
pet"ion under §10.30 of this chapter and
should be clearlef identified on the
envelope usa " _etiuest for Exemption
from Tamper-resistant Rule." The
Fetmo,n is required to contain the
ollowing:

1) The name of the product.

2) The reasons that the product's
compiiance with the tamper-resistant
packaging or labeling requirements of
this sécoon is unnei essarv or cannot be
achieved, ,

(3] A description of alternative steps
that are available, or that the ﬁetmoner
has already taken, to reduce the
likelihood that the product will be tne
subject of malicious adulteration.

(1) Other information justifying an
exemption.

This information collection requirement
has been apProved by the Office of
Management and Budget under number
otntMim ]

(el) Effective date, Cosmetic products
covered by this section ure required to
comply with the requirements of this
section on the dates listed below except
to the extent that a product's
manufacturer or packer has obtained an
exemption from u packaging or labeling
requirement. ) .

JLInitial effective date for packaging
requirements, (i) The packa mg _
requirement of paragra hfb%o this
section is effective Ol Feburtiry 7.1983
for each affected cosmetic product
(except vaginal tabwls* packaged on or
after that date, except for the =
requirement in para?.raph (Iff of this
section for L distinctive indicator or
barrier to entry. _

(i) The packaging requirement of
paragraph (||8 ol "tins section is effective
on May 5. 190.1 for each cosmetic
predict that is a vaginal tablet packaged
on or alter that date.

(2) Initial effective date hrlabeltne

21451

requirements. The requirement in
paragraph (b) of this section that the
Indicator or barrier to entr% be
distinctive by design anc the
requirement in paragraph (c! of this
section ior a Iabelln(f statement are
effective on May 5,1353 for each
affected cosmetic product packaged on
or after that date.

(3)  Retail level effective dajs. The
tamper-resistant packaging requirement
of paragranh (b) of this section is
effective February 6.1934 for each
affected cosmetic Froduct held tor saie
on or after that date that was packaged
before May 5,1983. This does not
include the requirement in paragraph (b)
of this section that the indicator or
barrier to entry be distinctive by design.
Products packaged after May 5,1933
must be in compliance with all aspects
of the reguiations without regard to the
retail level effective date.

interested persons may. on or before
December 6.1982. submit to the Dockets
Management Branch (address abovpi
written comments regarding this tinai
ruie. Two copies of any comments are to
be submitted, except individuals may
submit one copy. Comments are to be
identified with the docket number found
in brackets in the heading of th:s
document. Received comments mav be
seen in the office above and between o
a and 4 pm. Monday through Frid.v.

Effective dates. These reguiations
effective November 5,1982. with the
following cxcoptitns:

(1) Section 211.1.12(h) and Ic).

(2) Section 700.25(b) and (c).

For the effective dates applicable to
the specified sections, see ~ 211.132:;)
and 700.25(c). Those sections provide
that packaging requirements are
effective February 7,1983 for al! OTC
drug products subject to this rule (except
orr.l and vaginal tablets and vaginal ana
rectal suppositories) and for cosmetic
liquid cral hygiene products and liquid
vaginal products packaged on or alter
that date. Labeling requirements for al!
Products and packaging requirements
or oral and vaginal tablets and vaginal
and rectal sugposnorles are effective
May 5,1983. Products ?ackaged prior *0
May 5.1933, and held for sale at the_
retail It vel must be in compliance with
the lun pet-resisiant packaging
(egwrement, but not the distinctive
indicator or barrier to entry or labeling
requirements of the regulations bv
reoruarv 0,19,

(Rees. Ufillr.l. 301 802. 503. 500. 507. %\/U (02
ritl. 32 til.-1. I<H*-1051i ns amended. 55 Siat
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601, 39 Slat. 463 as amended £21 U.S.C. 324(n|.
331, 352. 355. (L, 357. 381. 362. 371))

Arthur Hull Haves, jr.,
C.immissianerofFeedand Drugs.

Richard S. Schweiker,

Secretary ofHealth ana Human Services.

Dated: November 3.1932.
|FR Doc. Fiicd 11—+ea:a 45.im|

BILLING CODE 4160-01-M

21 CFR Parts 200 and SO0
(Docket No. 82N-0332)

Tamper-Resistant Packaging
Requirements for Contact Lens
Solutions and Tablets,

agency: Food and Drug Administration.
action; Final rule.

summary: The Food and Dru%, .
Administration (FDA) is establishing
additional requirements for tamper-
resistant packaging of contact lens
solutions and tablets used to make those
solutions. These products are regulated
as medical devices because they are
accessories to medical devices, i.e..
contact lenses. Contact lens solutlon_s
and tab!;ts used to make these solutions
" ke drags, vulnerable_to malicious
reiferation. FDA is revising a
regulation that now requires sealed
packaging for contact lens solutions and
Is makin' .conformln% amendments in
the provisions for opthalmic
Ere arations that are re?ulated as drugs.
DA isadding to current requirements a
new requirement for a distinctive
indicator or banner to entry which, if
breached or missing, can reasonably be
expected to ﬁrowde visible evidence to
consumers that tampering had occurred.
Also required is a statement on the
labeling of the ﬁroducts to alert
consuniers to the tamper-resistant
feature. This action is taken because of
Hie recent cases of malicious _
adulteration of over-the-counter dmg .
Froduc_ts that resulted in seven deaths in
he Chicago area nnd the risk of similar
episodes with other over-the-counter
products.
dates: Thu packaging requirements are
initially eOctive on February 7.1983 for
each liquid contact len3 solution product
packaged on or after that date. The
distinctive indicator or barrier to entry
and the Iabelln? requirements for all
contact lens solution products, as weil
as the packaging requirements for
tablets intended to make such solutions,
are initially effective on Mav 5,1983.
Products Packaﬁed prior to May 5. '183
and held for sale al the rei.nl lével must
be in compliance with the tamper-
resistant packaging requirement, but not

the distinctive indicator or barrier to
entry or Iabellng requirements of lhe
reguiations by February. (5,1984.
Comments by Decembertl. 163z. For
further details see the effective dates
information following the text of the
regulations.

address: Written comments to the
Dockets Management Branch (HFA-
305%, Food and Drug Administration. Rm.
516%575600F|shers Lane, Rockville. MO

FOR FURTIIER INFORMATION CONTACT:
Joseph V. Sheehan. National Canter for
Devices and Radiological HeaUh (HFK-
140)7 Food and Drug Administration.
8757 Georgia Ave., Silver Spring. MD
20910. 301427114,

SUPPLEMENTARY INFORMATION:
Elsewhere in this issue of the Federal
Register. FDA is publishing a final rule
to require tamper-resistant packaging
ar.d related labeling for most over-the-
counter QOTC) drug products for human
use and for certain cosmetics.

FDA is now adding to the medical
device re%JIatmns, asnew §800.10 (2
CFR 000{0), a current requirement now
codified with the drug regulations 121
CFR 200.50£f0rse_ale packaging of
contact lend solutions, which are
regulated as medical devices FDA also
is adding, in new §800.12 (21 ..FR
00012), morn specific requirements for
tamper-resistant packagmﬁ and a new
rcquir, ment for labeling alerting _
consumers not_to purchase the product if
the tamper-resistant feature has been
altered. The requirements apply to
solutions intended for use in cleaning,
disinfecting, wetting, or storing contact
lenses and to tablefs intended to make
such solutions. (Salt tablets not intended
for such use would he subiect to the
requlations tor QTC drugs.) . .

he new requirements are similar to
those for OTC drugs. Contact lens
solutions and tablets used lo make these
solutions resemble O TC drugs m.aY be
introduced directly or |nd|rect|y into the
eye. and are marketed at the retail levd
in the same way as OTC opihalm-'
drugs. They are. as a result, similar) >
vulnerable to malicious adulteration.

FDA recognized the susceptibility of
ophthalmic preparations to tampering
when it promulgated 5 200.50(a[l:i).
which requires ail ophthalmic
preparations, including contact lens
solutions, to have confainers or
individual cartons that are so sealed
thiil the contents cannot he used without
destroying the scal This regulation was
issued in response to contamination of
ophthalmic products at die retail level
b%/ individuals using the products in the
sfore and tiicn returning them to tin:
shelves, thus exposing those who later
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purchased the products to injury from
contamination resuiting from this kind of
tamPermg. Section 2C0.S0 anplies to
ophthalmic preparations whether
re[gulated as drugs or as devices. When
FDA issued this regulation in the
Federal Re?lster of October 23.1972 137
FR 23105), the aPency reguiated as drugs
solutions used, for example, to clean,
disinfect, wet. or store contact lens«3
ar.d tablets used to make such solutions.
Although certain contact lenses ("soft"
lenses) were also regulated then as
drugs, othersd["h,ard lenses) were
regulated as devices, In 1975, as a part
of the Medical Device Amendments
(Pub. I- 9-1-295), Congress both
strengthened FDA's authority to ensure
that devices are safe and effective and
broadened the definition of "device" in
section 201Lh) of the Federal Food. Drag,
and Cosmetic Act E)the act) (2 U.S.C.
321|h|). Under the broadened definition,
ail contact lenses and their accessories,
including solution?, are treated as
devices. Despite the change in statutory
treatment of contact lens solutions,
however, FDA has inadvertently left
unchanged in the dnig regulations the
rc&uiatory requirements in 5200.50.
even thoueP some provisions of this
section appiv to nrouucts now regulated
as rievices. (At one time, a sinele’set of
regulations_covered draPs,and devices.
FDA recodified its regulations to
establish SithchapterCon dnm iMarch
27.1375:40 FR 129901 and Suhchnnter I
on medical devices I[Febmar/ 13.197G:
41 FR 889til.)

Although §200.50 has continued to
applr to all contact lens solutions, th.s
regulation alone is not enough. As is
explained in the preamble to the mi<» rn
OTC drugs. a packaging re%unement
should lie sunPIemlen_led with a_
requirement of a distinctive indicator or
burner to entry which, if breached or
missing, indicates tampermg. a3well us
a labeling statement to enable
consumers to detect tampering through
knowledge that a tamper-resistant
feature has heen incorporated into the
package design. The inadequacy of a
packaging requirement alone is”
demonstrated by recent incidents in
which OthhaImlp OTC drug products
subject t0 5 2tX)2g0 may have been
maliciously adulterated, with
subsequent injury to consumers. A
distinctive indicator nr barrier to entry,
and a lauding statement describing the
purpose of the tamper-resistant feature
and cautioning agamst purchase if ihe
feature were broken or absent, might
have provided additional security In
these cases.

Accordingly, FDA is now removing
from | 200.50°those provisions tli.it
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pertain tc contact inn' solutions and
tablets used to make these solutions nr
is establishing these provisions in tier
4603.10. FDA also is publishing new
I £03.12 applying to these solutions : r.d
-.ablets the same tamper-resistant
packaging and labeling recir.rer'ents as
ara heingapplied to CTC cirues. For
brevity and efficiency, FDA is
mcorpor_atln% into this rulemaking
proceeding the preamble to. and 1he
administrative record of, the final ruie
or. OTC drugs and certain cosmetics
Eubhshed elsewhere in th's issue cf the
ederal Re%wter. FDA also is removing
from | 200.50 the original 1972 effective
date provisions, which no longer are
relevant.
EFFECTIVE dates: The regulations
become effective in three steos. The
requirement that a tamper-resistant
?ackage be used is effective February 7,
603 tor lens soiutions in liquid form.”
which are more vulnerable to tempering
than are tablets used to make these
solutions. Because of the requirement in
3209.50 of a sealed package, some of
these products aIread_k/ should be
packaged in conformity with the new
requirement of a tamocr-resisiar.t
Eackage, An effective date of May 5.
933 is provided for application of the
tamper-resistant package requirement to
taiiieta used to make lens solutions. The
tcbk*t dosage form is considered less
stiscectibie to tampering because known
methods of tampering are more difficult
10 app'y to tablets without creating
visiule evidence that tamperln% has
occurred, For all products, the Tabel
statement nnd the requirement of a
distinctive indicator cr b»rrier so entrAy
are also effective on May 5.19C3.1D
beiieves that longer effective dates for
those products for which malicious.
udulterution is less likely will permit
manufacturers to comply more quickly
with the requirement applicable to the
more su.sce{mble products without
undue risk to consumers. Tha later
effective date for the label statement
and distinctive barrier requirements
recogni7es that these requirements,
although important, are not as urgent as
the need for adequate tnmnur-resisiant
F_ackagmg, and that it may take more
ime to arrange for the labeling and
package design changes mat must be
made 10 comply with"these provisions ot
the regulations,

The time limits selected by FDA also
take into account information provided
lo the agency by the Propnctarv
Association, and relevant to this rale
concerning the capacity of the 0TC drug
industry to acquire necessary Otickugiug
equipment end integrate it into iheir
production systems. As is discussed in

further detail in the OTC drug rule
cgbiished elsewhere in this issue c; the
Fe..orai Register, making ali the new
re-qi.ti' mer.ts effective immediuteiv cr at
the :rd 0" a comparatively snort period
of time, such as 3 montns. would imnose
a serious strain on the packaging
mti-ntnery industry to produce, and on
affected manufactarers to accuire and
put ir.to piiice, the equipment needed to
produce tamper-resistant packagmg.

These reguiations apply to all affected
products produced in retail packaging
on or after the effective dates. Ap{)lylng
the same effective date to products
produced earlier than the effective dale
would require immediate withdrawal
from the retail shelves cr noncomp_lymg
products after 3- or &month effective
dates, a result that wouid be imuracticai
and disruptive to health care. Because of
the need for the affected industry to
avoid further incidents of tamperm%,
and tne incentive the industry has {o
maintain consumer confidence in OTC
drug and cosmetic products, tne aeency
nmictDates that manufacturers will take
prompt action to implement the
Brovsmns of those regulations even

efore the mandatory effective dates.
FLA beiieves that, for this reason, the
market wiil be significjintiy depleted or
prouucts in non-tempei-resistant
pacKcpiue within a relatively short
period ct iinte.

however, in order to assure that at
some aefined mture date uil oruuucis
covered by tha rule tire contained in
tampcr-resistant packagln(t;, (altlhough _
vvitnotu tne latielmg or instinctive emﬁn
requirement), even 1o the retail level, the
agency is establishing a retuii level
effective dare of February 6.190-1 niter
which all proriacts packaged before Mav
a. 1983 must be in comBhance with the
requirement tiici they be packaged in
tamper-resistant packaging. gProducts
packaged after the May 5.1983 effective
date must bo in compliance with all
uspects of the regulations after that
date, without regard to the retail level
effective date. Products pa_ckaged after
the February 7.1903 effective date must
be in compliance with tho tamper-
resistant packaging requirement after
that date, without regard to the retail
level effective date.f) he aeency
beiieves tha! manufacturers wiil bo
encouraged lo convert their product
packaging to the non-tumper-resuitant
vurie'v sooner tf products meeting that
requirement of the regulations tn.it are
pac_ka%ed before May 5. 1903 are not
subiect to tiie retail level effective date
with rentier:! to the labeling anil
distinctive design requirement.
Accordingly, the retail level effective
date will not apply to the labeling and

5(1-153

distinctive indicator or barrier to entry
requirements of the reranons. .

he a encY acknowledges that it may
prove difficult to meet this effective
date, in that event. FDA must consider
whether removal of al' products that are
not m compiiance as of that date mav
have an adverse impact on the
availability or some products in the
marketplace and consequential.
disruption of health care. It is siso
possible that the quantity of
noncomB|y|ng products remaining_cm the
market by that time will be negligible, in
which case a retail leve'. effective date
may be unnecessary. Because of the
unqertamtg involved in attempting to
estimate the circumstances tha: will
prevail at the time of the retail level
effective date, the agency will review
the need for such a cate and what the
date should eafter it has had an
op_portuth_ to determine the effects of
this regulation on the marketplace. Such
review will take place long enough
before the retail level effective date
occurs tor anv change in that date to be
taken tnto account by those who wtli be
required to meet it fn addition. FDA ivil
consider requests for stays tn the ret.ti!
level effective date on a cdse-bv-cuse
basis. o _

Alter tne retail ievei eft'ectile date,
products remaining on retail shelves
that were nackaged before May 3. 1903
that are not packaged ir tamper-
resistant packaging will be considered
adulterated and mishranded. Given the
unique circumstances that have made
these regulations necessary. FDA will
consider ail feasible alternatives to
dealing witii noncomplyln? products
remaining in trade channels.

If manufacturers cannot obtain
necessary equipment in time fo comply
with the effective date provisions, it
may be necessary to stay the effective
dale for particular products to avoid
disruption of tho market for these
products. Stays under the citizen
getltlon procedures in § 10.30 (2L CFR

0.30) nmy be requested for any aspect
of the re?ulatlons, including those
relating to the label statement and the
use of a distinctive barrier to entrv,

The agency will accept petitions for
stavs of the effective date, but only if
manulacturers and packers adequately
demonstrate that thev have taken all
reasonable steps to apply tamper-
resisiaui packaging technologby to their
products, but cannot comply Dy the
effective date or cannot get new labeling
printed by the effective date. The
showing must include a description of
tin* tampcr-resistant packaging
technology the petitioner proposes to
use; a rjescripiion of ihe facilities arid
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equipment needed to apply that *
technology: a timetable identifying the
date when ihe techno!Qt[]y *vas chosen,
the dare when the facilitiesand
equipment will be available for appiving
ihe technol_ogi] to the product, and the
dale by whicti the product will be in
comFuancewn_h the regulations. A
lengthy stay wiil not he granted if the
petitioner has selected a tech_nology.that
will require a substantial period of time
to obtain and apply and the petitioner
could, without undue expense,
adequately compiv with the regulation
by using another technology. To assist
the agency tn. handling any petition for a
stay of 'he eifective crate or for an
exemption for a covered product, it is
requested that the submission he clearly
identified on the envelope as either a
"Request tor Exemption UomTanrper-
Resistant Rale" or "Reo.uest for Slay of
Tamper-Resistant Rule." La firm
submits both a stay and an exemption
for the same product, it is requested that
each petition tie sonmuted senarately in
{Usown envelope dearly marked as Set
forth above. Further, tfa firm submits
comments on. the unai ruie. they should
be submitted separately la the agency
nnd not combined with"either a requést
for a stay or request for an exemption.

Legal Authority: Preemption

The? new requirements’ in 5000.72 for
contact lens solrtfrons and talents, like
those thar .ire being moved to 7iillfMO,
are issued tmdirrsection 501 1d of the .icf
(2r U-S.C, 33t(cf). This provision
requires deuces. to [tossess the stren?th,
quality, and purity they arc represented
to have. See Dean RubberMb'. Co. V.
Unitedstates. 1136 F. 24 lot (nth Cir,
Ifltld). Because contamination by
tampering of contact fens lohm'orw and
tablets could cause the requirements to
be violated, FDA is authorized lo impose
Fackaglng standards and related
abeling fequirements reasonaniy
designed to prevent seen coniamination.

Other authority for the regulations is
found 1L sections 5021c). 513. and i'tJIfa)
of the act (2L U.S.C.. Cfcli ;!60keL and
371(a)). S.-ciiun 502fc) of the act deems .1
device to kmmisbranded "If any wont,
statement, or other information required
by or under authontv of this Act to
appear on infe lobe) or labeling is not
proniincniiy placed thereon with such
conspicuouaness [a» computed wt'.h
other wonhr, statementa. designs, or
devices, in the labeling) and 1L sucn
terms as tn render it iikeiv to lie read
mil under itoo/l by the orumary
mdivulii.fi under ¢ustom.irv conditions
of purchase and use." Section .Via ot the
act authorizes die ustnblisnmuni of
requirements to provide reasonable
assurance of the solely and

effectiveness of devices, such as contact
len3solutions and tablets, that are
classified into class Hi (premarket
approval). Section 701(aT_of the act.
authorizes the promulgation of
regu_latmns, such as these, for the
efficient enforcement of the foregoing
provisions of the act.

State and local requirements _
applicable to tamper-resistan| packaging
would be preempted, for the reasons

iven in the OTC drug document and
ecause of ihe express preemption
provisions for medical device
re%unements in section 521 of the act (21
U.S.C. 350k

FDA could also ﬁromulgate - 600.10
and GQ0.12 under tne authorltg_ in section
520(f) of the act (21 U.S.C 2G0i(f)l to
issue %pod manufacturing practice
regulations. The agency IS not reiving on
section 520(f), however, because it lias
ample authority under die other
provisions died above. In addition,
considering both the need toact
promntly to respond to recent tampering,
Incidents and die fact tii.it FDA is
merely strengthening a current
packaging requirement, the delay dial
wouldbe entailed m,comgl ing with the-
requirements of section 520(f) of the act
of Issuing a proposed ruin, obtaining
advisory_committee recommendations,
and holding ait oral hearing wonid be
unacceptabh? ami unnecessary.
Although FDA's current good
manufacturing practice regulations I'2L
CFR Part HTCe'require device pnrxaqei
to lie “airrecrea and constructed to
protect the device from admleratmrr or
damage during tne cusromnrv conuiriontr
of processing, storage, humiiiiig, and
distribution™ (2L CFR 027MQ), tilts
Provmpn does not specifically address
amp.erl_n?. The current good "~
mamii’.ictnnns practice requiations are
in ncrwa% sug_erse_de_d or otherwise
affected by this mieintiKing.

Good Cause To L::iw 0 FinalJleuiibition

The Administrative Procedure Act
and FDA regulations provide that a
general mince of proposed rulemaking
need not be published tn the Federal
R_eglsterwhen_rlte agency for good cause
finds that "notice and public procedure
¥ X *are |mﬁract|cable, unnecessary. or
contrara/ to the oubhc in'erest." 13 U.S.C.
55:i[b)IU], 21 CFR 10-Hsle 1I|.) A«
(IL.sciciser.) above.and in titc preamble lo
the OTC drug ruie. the problemf{_caused_
by mniicio'ts tampenng arr muitiule ami
pose significant publichealth ciirxermi.
As reports oi each new incident oi
malicious tampering receive wide
exposure ta ihe news nnsii.L the
likelihood QL further similar incidents
incn-.tses. It is cieuriy m the rmhiji:
inieresl 10 move quickly fi>eslauiieiv
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uniform regulatory standards that will
enaoie manufacturers to implement
larr.pec-reswtnnt packaging ana boding
requirements as eiikienuy and
exFeturlaus?/ as posmcle.OnI*} by
ar.fir.g qu-ukly can the agencv hope to
reduce the i.kelihood that additional
tampering wiil occur or that other
innocent purchasers will be harmed, in
addition, a rapid responseshould
enhance agency efforts toedccaie
purchasers in; atenmq them to the
probiems and should help resiore nubiic
confidence in tne mtegn y 0i health care
products irt the marketplace.

The new reactcements are based or>
standards and technolcey suggested by
and discussed with repn’ientatives oi
the OTC dru? manufacturing industry.
Based in part O1L those discussions,
which ate lecunoiouicaily rolevan{ta tha
packaging and labeitnc of contact .cns
soiutions .inc. tablets, the agency
believes that ‘iie niquiniracntr, ..re
rnasonauie and that the. umeuiaie for
compliance is attauiauie-

Theretons. th* agency has concluded
that hecause adequate ﬁrote_ctlon ot me
?'.IhIIC health rireulJLH that ti>e new
ampor-resisi.ini p.icx.miny niut l.iUeuru
requirements be implemented as quic.nv
as possible, ‘nereis good cause 10iisue
these regulation:! s a final ruie. See
Eene{ally Hercules, inc. v.

rviriir.nuunoi i’ra.action
F.211H. 1261 C. C.r. 14)710),

rue .u'.cnev is providinw .150-dav
comment period ami will review
curetmiy all common.'s sufimilteacermg
th.it period to tiotormar.u the
appropriateness qr ihe revisions to me
final rule.

Economic Ujnsitleratiorw

Tin? “.gency has carefully considered
the economic effects of this rule ami tt.t*
condutied that it is not 1 maior ruie
under Executive Order 1229! and wouid
not have u significant impact on a
substantial number oi small entities
under the Regulator|y Flexib lity Act.
Most manufacturer*! already must
coinpiy with .OLexisting regulation
(V21)0.30). AIIhOU?It eachomich
manuiar.turer will have to examine ihe
more specific new packaging
ret|uiremenis fo ensure r.timuiiaticc widi
them. .mu some may have to improve
existing packaging the costs expected n>
be incdrred by manufacturers to comply
"vilh file packaging requirements are
exnertsd to he small. M.inutacurerrr .,i
contact |. iiasolutions and t.iblets wiil
need to comply wuh the new
requirements of a label statement and a
distinctive, indicator or harrier *0entry.
Thu discussion id economic
considerations in the. ntcamfiic to ‘he

gejicy, jj.t
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OTC drug regulation, published
elsewhere in'this issue of the Federal
Register, is relevant to the economic
impact o! the new labeling requirements
to contact lens solution and tablet
manufacturers. Because this provision is
issued ns a final rule without being
preceded by general notice of proposed
rulemaking, a final re%ulatory analysis
under section 004 of the Regullatory
Flexibility Act (94 Stat. 13G7) is not
required, in any event, the rule would
not have a significant impact on a
substantial number of small entities,

FDA has determined under 21 CFR
25.24|dj(1§{1 ﬁrogosed December 11.
1970: 44 FR 71742) that this action is of a
type Inal does not individually or
cumulatively have a significant impact
on the human environment, Thereiore.
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects
21 CFR Fart 200

Drugs. Prescription drugs.
21 CFR Fart 000

Administrative practice and
procedure. Medical devices.

Therefore, under Ihe Federal Food,
Drug, and Cosmetic Art gsecs. 511, 102,
515,521, 701, 52 Slat. 1049-1051 as
amended. 1055-1050 as amended. 90
Still. 552-559. 574 (21 U.S.C. 351. 852,
H0c, 3(i0k. 371)) and under 21 CFR 5.11
as revised (see 47 FR i00I0: April 14.
%9|1|12). Paris 200 and 1100 are amended as
ollows:

PART 200 —GENERAL

L. Part 200is amended in §200.50 by
revising paragraphs (al and |c), lo read
as follows:

§$200.50 Ophthalmic preparations and
dispensers.

(a)(1) Informed medical opinion is in
agreement tiiat all preparations offered
or intended for ophthalmic use,
including preBaratmns for cleansing the
eyes, should be sterile. It is further
evident that such preparations purport
to lie of such purity and quality as lo be
suitulile for safe use in the eye.

Act ftlie act), and. further, may be
deemed misbranded within the meaning
of section 502“) of the act. This ruling is
extended to affect all preparations for
ophthalmic use. By this re?ulatlon, this
ruling is applicable to ophthalmic
Breparatlons that are regulated as drugs.
the requlation in_§ GOO,I0 of this
chapter, this ruling is applicable to
ophthalmic preparations that are
requlated as medical devices. ,

3)  The containers of ophthalmic
preparations shall be sterile at the time
of filling and closing, and the container
or individual carton shall be so sealed
that Ihe contents cannot be used without
destroying the seal. The packagz;ng anti
labeling of ophthalmic preparations that
are over-the-counter drugs shall also
comply with §211.132 of this chapter on
tamper-resistant packaging
requirements.
A S S

c)  Eye cups, eye droppers, and other
dis(p)ensersyinteﬁdedyfor opphpthalmic use
should be sterile, and maP/ be regarded
as falling below their professed
standard of purity or quality if they are
not sterile. These articles, which are
regulated as d[ugs if packa?ed with the
drugs with which they are o be used,
should be packaged so as to maintain
sterility until the package is opened and
be labéled, on or within the retail
package, so as to afford adequate
directions and necessary warnings to
minimize the hazard a'injury resulting
from contamination miring use.

PART G00-GENERAL

2. Part (100is amended by adding new

Subpart D. to read as follows;
Subpart B—Requirements lor Specific

Medical Devices

ﬁﬁ%ltﬂ 8mt::i.t lens solution; sterility.

ILH1Z Cools... lens solutions and tablets:
tnmper-resiMmit pocknmng.

Anllmritv; Secs. 501, 50.1, 511 521, 701,(12
Stat. PM'—1051 as amended. 1053-1050 as
amended, on Slat. 112-M9Q574 (2 U.S.C. 351,
352, IIDile, 300k, 371).

Subpart B—Requirements for Specific
Monica' Devices

(2)  The Food and Drag Administration §000.10 Contact lens solutions: sterility.

concludes that all such preparations, if
they are not sterile, fall below lluur
protessud standard of purity or quality
and may be unsate. hi a statement oi
policy issued on September 1,191)4. the
rood suid Drug Administration ruled
that liquid preparations offered or
ipii.-iideil for ophthalmic use that are not
ster.le may In*regarded as adult) Mted
Iviii.in the moaning of section 5hl|c| of
ilie Federal Food. Drug, and Cosmetic

(a)(1) Informed medical opinion is in
agreement that all preparations offered
or intended for ophthalmic use.
including contact lei s solutions, should
be sterile. It is further evident that such
preparations purport to he ot sucn purity
and quality as lo lie suitable ior sate use
m the eve

(2]~ The Food and Drug Administration

conelvuies tli.it all such preparations, it
liu-v are nut sterile. 1.1 below tiieir
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professed standard of purity or quality
and may be unsafe, ina statement cf
Eollcy issued on Seoterr.ber 1.15G4. the
ood’and Drug Administration ruied
that liquid preparations offered or
inlander for ophtha m:c use that are net
sterile may be regarded as adulterated
vvitatn ihe' meaning of section 5011c! of
the Federal Food. Drug, and Cosmetic
Act Ithe act|. and. further, may be
deemed mishranded within the meaning
of section 502')) of the act. By this _
regulation, this ruling is applicable to ail
preparations ior ophthalmic use that are
regulated as medical devices, ie.
contact lens solutions, By the regulation
in §200.50 of this chapter, this rukr.g is
applicable to ophthaimic preparations
that are regulated as drugs. )
3?_ The containers snail be steriie at
the lime of filling and closing, ana the
container or individual carton shall be
so sealed that the contents cannot be
used without destroying tne seal. The
packaging and labeling oi these
solutions shall also comply with | £00.12
on tamper-resistant pacxacine
requirements. _ .

?b) Liquid ophthalmic preparations
acked In muitiplc-riose containers
hould:

(1) Contain one or more suitable and
harmless substances that wiil inhibit tne
growth of microorganisms; or

(2) Be so packaged as to volume and
type of container and so labeled as to

uration of use and with such necessan
warnings as to afford adequate
protection and minimize the hazard of
Injury resulting from contamination

durlngEuse.

_(c) Eye cups, eye droppers, and other
dispensers intended for ophthalmic use
should be sterile, and may be regarded
as fading below their professed

standard of purity or quality if they are
not sterile. These articles, which are
regulated as medical devices unless
Eackaged with the drugs with which
hey are to be used, should be packaged
no as to maintain sterility until tho
package is opened and bit labeled, on or
within' lhe retail package, so ns to afford
adequate directions and necessary
warnings to minimize die hazard of
injure resulting from contamination
during use.

i 0C0.12 Contact lens solutions:
tablets: tampcr-resistant pucxaging.

(a)  General. Unless contact lens
solutions used, for example, to clean,
disinfect, wet. lubricate, rinse, soak, or
store contact lenses and salt tablets to
be used to make any such solutions are
packaged in tampcr-resistant retail
packages, there is the oaportumtv ior
the malicious adulteration of these
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products-with risks both to individuals
who unknowmglﬁ purchase adu,iterated
roducts and to the pubiic health through
he loss of consumer confidence in the
security of the Rackages of over-the-
counter |OTCJhealth core ﬁroducts. The
Food anu Drag Atimimstrahon has
the auihontv and responsibility under
the Federal Food, Drug, and C.nmerrc
Act (the act) to-establish a uniform
national standard for_tamper-resistant
packaging ot those OTC products
vuineraDie to malicious adaireralion
that will improve the security of OTC
packa m(%_aml help assure the safety
;mu eftectiveness of the products
contained therein. A contact lens
soluiion ortabLet for retail saie that fs
not packaged in a tampcr-resistant
Fa_ckage_and labeled in accordance with
his section is adulterated under section
501 of the act or mishranded under
section 502 of the act. or hath,

(bl Requirement for tamper-resistant
package. Each manufactureror packer
who packages for retail sale a product
reﬁ;ul_ated as a medical device that is a
solution intended for use with contact
lenses, e.g.. for cleaning, disinfecting,
wetting, [ubricating, rinsing soakln%, ot
storing contact lenses or tablets tu be
used ra make any such solution snail
package the ﬁro uct in a tamper-
resistant package. A tampcr-resistant
Hackage IS one hav ng an indicator or

omer to entry which, if bleached or
missing, can reasonably be expected to
provide visible evidence to consumers
that tampering has occurred. The-
indicator or barrier tnentry is reunited
to he distinctive by design or by the use
of an identifying characteristic._ A
tamper-resistant package may involve
an imiuediate-ountumur and closure
system or secondary-oontainuror carton
system or any combination of systems
intended to provide a visual indication
of package integrity. The tainper-
rosistaoi feature shiould, remain intact
wiien handled in a reasonable manner
during manufacture, distribution, and
retail disomy. _

c(? Labeling, Each retail package of a
product suh|cci To paragrapii (%f of this
section is required to contain a
statement that is prominently placed so
that consumers are alerted to the
tamper-resistant feature of Ihe_package.
Thu IabellnP statement is required to be
so placed tlLil it will be unaffected if the
tamper-resistan! feature of the package
is lire,-idled or missing.

|d| Retitiesu torexemptions from
packang nnd inbeinn: requirements. A
manufacturer or packer may request an
exemption troin liie packag_lng and
labeling requirements of this scutum. A
request ior an exemption is required tb
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be submitted in ihe form cf a citizen,
petition under s 10.50 of this chanter and
snonid be cieativ identified on tne
envelope ns a “Request for Exemption
from Tamper-resistant Ruin." A petition
for an exemption .rcm a requirement at
this section s required to contain the
same kind of information about the
product as is specified for oTcirons in
§211.132(d) of this chapter. This
information collection reatnrsment. has
been approved by the Office of
Management and Budget under number
001 CM) 150.

(Ef ProductsSubfeetto approved

prem arket approval applications.

Holders of approved premarket
approval applications for products
subject lo this section are required to
submit supplement” to provide for.
changes in Fackagmg to compIY with tne
requirement of paragraph (b) of this
section unless these chan%es do not
affect the comnnsttion of the container,
the torque (tightnessl of the container, or
the composition of the closure
component in contact with the contents
(cap linerorinnerseal) as these features
are described in the approved premarkel
approval apﬁllcatlon. Other changes in
packaging shall be the subject of a
supPIem_entaI prernarkel approvnl

apP ication wnich is required to include
data sufficient to show that these
changes no not ndvormiv affect the
product.

ff) Effective date, Each prncuct
subiect ta thts section is required to
compiy with the requirements ul this
section on the dates listed below except
to the extent that the manufacturer or
packer has obtained an exemption from
a requirement;

(1) Initial effective data furpackaging
requirements, (i) The packa m&; _
requirement in paragraph fir) ol this
section ta effective on February 7, 'JOS
for each contact lens solution packaged
onor after that date, except for tin;
requirement in para?,rap,h (of of thi3
section for it distincfive indicator or
barrier to entry.

(i) Tha packaging requirement in
paragraph |b$ or this section is effective
on May 5. 1303 to. each tablet that is to
be used lo make a contact lens solution
an{j that is- packaged on or after that

ate.

(2) Initial effective (kite far labeling
rpquiivmenur. The requirements in
paragraph (b) of this section for a
distinctive indicator or burner to esutry
and in para?rapn (c| m tlua section for a
labeling statement are etfective on May
5. 1Jltfforeach product souiect lo thts
se%mm and packaged an or niter ui.d

ate.

ulcs and Refutations

(3)  Retail feve! effective date. The
tamper-resistant uacxagir.? recuirerr.eii;
cf paragraph _th) of mis sect'.cn:s
effective on Febroar.* ti. 1S£4 for eacn
ﬁrqduct subiect ta this section that :s

eid torsaie at retaii level cn or after
that ¢ ‘e that was cac.<aggd before Mav
5. 1983. This dees net tncipce :ho
requirement m paracropn (pi o: this
section mat the indicatcrcr earner to
entry he distinctive by ceststT. Braducts
packaged afterMa? 5.1983 must be in
compliance with ail aspects of the
reguiations without regira to tire retail
level effective cate.

Interested Fersons rnv. c¢n or hefore
Decemner 6 1fJ0ZsBbmit m the Dockets
Management Erancn facoress above)
written commentsrenaming this
proposal.Two ropirs of any comments
are 'o be submitted, except that
individuals mav suumit one copy.
Comments -ire to be identified with the
docket number -'our.a 'n brackets in tne
heading o: this document. Receucd
comments mav ne seen ,n the office*
above between ¥ a.m, ana 4 p.m.,
Maonday inrocgn Frtffiiv.

Effective it.ites, These racuiatirns are
etfective "."over.tier 5.19321 v.irn the
following excr.rticns:

(If Section ZOtkd [tH3).

(|21(8fect|ons eh0.10 lat|3l ar.ti <g0.:2 bt
anil (Cf,

For the cffcctr.re dates annricahlt* to
the mectt.eu sections. see >j 217.17.2

ublished ersewnero in tms issueei

ederal Register! arts: <100.12 .fl. Those-
sections provide that the packaging
requirements are initially effective on
February 7. 1983 lort.icn liquid contact
lens solution product packaged on or
after ih.it dale. The distinctive indicator
or barrier tnentrv and the lauding
requirements for ail contact lens
solution products, as well as the
packa?mg requirements for tablets
inton [ed to make sucn solutions, are
Initially effective on May 5, 103
Products paekuoro prior to May S. 1783
and held tor sue: at the retail level musx
be in compliance wtth the tamper-
resistunt packagingrequirement, but not
the uistinctive rnuicaroror harrier io
entry or iabeiing requirements of the
reguiations by February ti J!)m.

é%%cs. SOl f5_02_._5r5. 8&51 httfl 32Stat, tC-_?t- .
B gy JEE 1 4 MR,
300k, 2711)

Arthur flull If.iTes. )r..

Commisstneer crF.nntar.d Drugs.

Richard S.Schweiker.

Secretary aiitimli: amiltmnc.nker. icvs.

Daled; NovemberJ. *ojlli
17- VA0 11— i Wi
OULjM&CCGE 4KW I-U



1X3. Ou3»AJrnJS7t7 C7 HwAI.TTf AfXO Ki:v/1C03

FCA Ai J:DO A..1., £37 r2l *d
Thursday* itoveni® 4, 1S32 Fk ok ucC2)

13S Secretary Richard S. Schweiber said today its tas formally approved and
sent to the Federal Itegistor fer publication uniform siandanis for nooprescripiicn
drug aanufocturero to foiled in providing taaper-recistant packaging for their

products—effective sithin 50 days in cany cases-
Kanufaciurtrs could choose- assong various techniques—seals* shrink hands, and

bubble or strip packs, for example—cut ticuld be required to highlight the barrier
with o distinctive dasign that would be herd to duplicate. Each product would
also have to prominently display an advisory that the product should not be pur-
chased or used If the seal or barrier was not intact 'rften the product wes bought.

FDA Ccaaaissioner Arthur llull Hayes Jr., H.D., said the regulation “allows
loanufacturcrs flexibility at to which aeiheds of tsaper*resistant packaging 'rill
be used., He realias new methods are being developed all tfcx time, and tre went to
encourage new protection Mthods,* said Dr. Kayes.

"UMIa it is virtually impossible to aake any package tapper-proof, it is
possible to aanufactors packages in such a Ay that tampering is such more diffi-
cult, and that 1f a product is tampered with, it can nore easily be detected hy
a careful consigner.- Schveikar said. “That 1s tho intent of this regulation.*

The requlation is a result of the tempering—the opening and refilling of
Tylenol capsules with cyanide after they left the aanufacturer—which killed seven
people In the Chicago area at the eru of September and other reports of product
tampering sinco that time,

The regulation bec«es effective in steps. The first effective date, in 50
Jays, requires tamper-resistant packaging on uost nonprescription capsule and

(Hore)
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liqu.ci drugs (including sirups}>except Scoicai denaacolcgic products. TIss
%

nos paedging "reuid also be required in S3 days cn certain ecstatic products
fchafcaay.ba susceptible to barcporing, such as southsasibos.

* In ICO days tablets and suppositories—-thick in considered loss susceptible
to Sparing—could be required ta have haspur-resistant packaging, tea. The
delay is designed to ensure that the core susceptible products, such as liquids
and capsules, have priority in obtaining tha technology and aachinery needed ta

0ako tha* secure.
Also at 160 days-, tho label statement and tho distinctive design ror barriers

T2 be required. This delay recognises tho practical difficuities these feature
oay pose, although scxe aacufacturers say be able to beat the deadline by oonths.
In fact scse expect to begin aarxating products in new tacper-resistant packages
uithin tho next few “ceks. In lo aonths, no over-the-counter drug ecuid be sold
without taaper-resistont packaging.

Sinca the Chicago deaths, OT and the :eajor ramifactarers of nonproscripticn
drugs biYe been xorking together to review wat technology and roachinery is
available, and hro to asost effectively protect the public froa product tampering.

“The aanufactursrsof over-the-counter drugs have been extrs=»ly cooperative
in cooving quietly toward bettor protection. TTioy have acted responsibly and in
good faith, and I believe this regulation vilT give thest the unifora national
standards they need," said Schseiter.

i a }



811.-16.410 Alaska Statutes §iub” g

(Effective Jairuary 1, 1950) A

Sec. Il.-itj.450. Criminal mischief in the first degree. (a) A person
commits the crime of criminal mischief in the first degree if, having no
right to do so or any reasonaole ground to believe he has such a right,

(1° vrith intent to cause a substantial interruption or impairment of
T a jervice rendered to the public by a utility or by an organization which

;Wr» with emergencies involving danger to lifeor property, he damages

cr tampers with property of that utility or organisation and causes

substantial interruption or impairment of sendee to the public;

, (@ with intent to damage property "of another by the use of -widely
r tiingerous means, he damages property of another in an amount
ilaxceeding $100,000 by the use of widely danagerous means; or

(3 he Intentionally damages an oil or gas pipeline or supporting
1 fecility.
£7(b) Criminal mischief in the first degree is a class B felony. (8 4 ch
S*>. SLA 1978)
!1:' Crwe, reference. — As to liability for Am, Jur. reference. — 14 Vm. Jar.,

Fewroction of property by minors, see AS  Malicious Mischief, 5 1 ct sen.
r; Ostma.
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