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I am hers today, to discuss with you the events surrounding the recent
contamination of Extra-Strength Tylenol capsules and to share with you
our thoughts and concerns regarding this tragic event. On behalf of
Secretary of Health and Human Services Richard Schweiker and myself, |
would like to acknowledge the excellent cooperation we have received
from industry, State and local authorities, and the Federal Bureau of
Investigation who have responded sw iftly and effectively to this

emergency.

Based on the September 30, 1982 report of deaths in Chicago by a Cook
County medical examiner, the manufacturer of Tylenol, McNeil Consumer
Products Co. of Fort Washington, Pennsylvania immediately removed the
lot from the marketplace nationwide which had been linked to the

deaths. On 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 Extra-Strerigth Tylenol capsules were

withdrawn.

At the sane time, the Food and Qrug 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
TylenoT capsules untiT circumstances surrounding the deaths could

be clarified. Additionally, FOA began sampling Extra-Strength
TylenoT nationally an October 1. Sampling in the Chicar area had
begun immediitely upon learning of the ylenoi-related “~eaths on

September 301



FIELD ACTIONS

During the next four days* over a million and a half Tylenol capsules

were sanpled and tested. Over 1,100 FDA field personnel were committed

to collecting and c&dyzlng samples of TylenoT “~apsules. and immediately

investigating all reports of deaths or illnesses which might have been-

associated with the use of Tylenol. Samples were collected in

practically alT of the States and forwarded to our district e

laboratories for analysis. I would like to make special mention of the

enormous task our analysts faced. Each individual capsule was
physically cxanined and Its Ingredients chemically analyzed.

truly an extraordinary effort.

In one Instance, our field efforts may have, indeed, prevented
additional death. One bottle taken from the shelves by FDA in
Chicago area proved to be contaminated with cyanide. This was
bottle containing cyanide that was not associated with a death,
of the capsules outside the Chicago area showed cyanide

contamination.*

It was

an

the

the only

‘lone

Jn addition, both plants where the lots Involved had been produced

were inspected to insure that the contaminant had not taen introduced

Into the product during the manufacturing process. The Philadelphia

District O ffice began inspecting the Fort Washington* Pennsylvania

plant on September 30 and the Houston District O ffice inspected

Round Rock* Texas pTant on October 1. We concluded that the

the

contamination was the result of tampering after the capsules had been



shipped to distribution points and, most likely, aft'er* they reached the

retail shelves. Some of the reasons were:

— The only esses of injury and death associated with
cyanide-contaminated capsules were in the Chicago area and had all
.occurred within three days—September 29 to October 1.

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

Texas in January, March, and April 1982.

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

capsules that were analyzed.

— FOA laboratory testing of capsules containing cyanide revealed
that the gelatin capsule begins to deteriorate 6 to 7 daysafter
being in contact with the cyanide, and samples of capsules
collected and analyzed by FDA from a Scnauraberg, Illinois drug
store and FOA analysis of capsules from victimsl bottles revealed

beginning stages of such' deterioration.

— The first’two control nunbers implicated were both shipped to the
Chicago area in mid-August 1982. The third lot was first shipped
to distribution points In Pennsylvania in May 1982. Subsequent
shipments of code 1801 MA were after that date and therefore all
were available for adulteration in Chicago at about the same

time.

— The bottle of capsules implicated in one death contained both
Regular Strength and Extra-Strength capsules. 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 physically

separated one from the other.



— VLocal Taw enforcement agencies have announced that they believe at
this time that the tampering took place after the product left the

manufacturing plant.

By October FOA also had checked reports of more than twelv/e deaths

orillnesses 1n arias other than Chicago and none proved to be related
*

to Tylenol. On that same date FOA issued another press release to

provide this updated Information and to continue to advise against the
use of nonprescription Tylenol capsules. Also* from the day the deaths
were first reported* my colleagues and | utilized national TV and radio
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 report of .a Tylenol-related illness involving an
Oroville, California man was received by FDA late on Monday evening?
October 4-. Field. Investigators were imnediataly assigned to the area
to Investigate the incident and acquire samples. Although the man
recovered, subsequent analysis of the Extra-Strenth Tylenol capsules
from the bottle he had used revealed the presence of strychnine. At
this time, although 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. FIIA aTso issued another press release an
that date summarizing McNeiPs announcement regarding the Oroville
situation and restating its warning to consumers to avoid
Extra-Strength and Regular nonprescription Tylenol capsules

nationwide.



As of today, over 150 reports of deaths or Illnesses that might have
. »

been related to the use of Tylenol capsules have been received by FDA

front across the country. We have investigated each of these reports

and have been unable to prove that any subsequent cases have 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 fieTd and because of the
continuing serious emergency involving the tampering with
nonprescription drug products, | utilized our existing emergency
procedures for headquarters personnel and 24-hour coverage was provided
by the staff. T also created a formal emergency Task Force devoted to
the Tylenol problem. The group met at least twice daily to review,
discuss and direct the activities of headquarters and field

personnel.

These events have, quite understandably, generated concern about
package integrity and product security. After discussion with the
Secretary, | conferred with The Proprietary Association, a trade
association which represents a large number of nonprescription drug
manufacturers, on October 3 suggesting that they organize an industry
task force to address this problem. They agreed to do so and
immediately established the Joint Committee on Product Security, r met
with the Committee on October 5 to explore measures to improve product

packaging in order to discourage tampering.

Further, a special Expert Technical Committee was appointed to

develop standards for tamper-resistant packaging. This group met on



October 7 and 11 and reviewed technologies available to tleal with this
problem,, and a number of packaging types were identified as tamper
resistant by a definition developed by the group, An integral part of
these discussions has been the availability of necessary packaging that
are agreed upon. In addition* Individual drug companies have Eeen

B
examining their own packaging to determine what can be done to develop
and Implement additional tamper—*?gsistant procedures. As you know* the
Board of Directors of The Proprietary Association met yestemay 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.

There is 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_jj
proposals to require some fornrof tamper-resistant packaging. These |
laws or proposals are an understandable response in the face of this
tragic situation. It 1s important* however, that there not be
conflicting laws affecting nationally distributed products in such a
way that it is impracticable to market such products. Therefore on
October 5, Secretary Schweiker requested FDA to immediately begin
drafting a regulation that would require seme kind of tamper-resistant
packaging for nonprescription drugs. The Secretary stressed the need
for uniform consistent standards that adequately protect the public

/

while assuring the availability of nonprescription drug products

nationwide..



w w

FOA currently possesses the legal authority to promulgate regulations
governing the design of containers to discourage or indicate the
occurrence of tampering* Specifically, section 501(a)(2)(B) of the
Federal Food, Orug, and Cosmetic Act [21 L".S.C. sec. 351(a)(«")(B)]
authorizes FOA to issue good manufacturing practice regulations (GMPs)

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 GMP authority has been used" to require drug
containers to guard against foreseeable external factors that could
cause product deterioration or contamination. These regulations were
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 industry-wide response
is necessary. But, in the Tight of the recent events in Chicago and
Croville, it-is clear that good manufacturing practices should now
include the use of tamper-resistant packaging to discourage or indicate
the occurrence of tampering. Such packaging 1s necessary to assure
that over-the-counter (0OTC) drug products meet Federal requirements for
safety, quality, and purity at the time of purchase by the ultimate

consumer.

It. must be recognized that the initiatives described above will not
happen overnight. Although we expect to publish the regulation in the
near future, it is going to take time for industry to get the equipment

in place in the plants and to begin marketing these products. It



should also be emphasized thagla tamper-proof package is not possible*
However, we believe that we can improve upon the packaging for these
products using existing and developing technologies by making them more
resistant to tampering of any sort. At the same time, we must help to
educate consumers to be alert to signs that indicate tampering* Our
goal in these efforts is to reduce the risk of injuries or deaths to
consumers now and in the future. I want to assure you that Secretary

Schweiker and | give this matter the highest priority.

CONSUMER INITIATIVES

Initiatives are underway by health professionals, the industry and

FOA to develop ways 1n which we can best inform and educate the public
about how critical it is for 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 through cooperation 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 group
which will deal with various aspects on patient and consumer
responsibility. We are working closely with the Council. The Council,
headed by former Congressman PauT Rogers, held its first meeting on

October 12, 1982.

INTERNATIONAL COMMUNICATIONS
We also undertook to disseminate information to the international

community.



On Friday, October 1; the text of Dr. Novltch®"s statement at the noon
press conference was sent by telegram to the World Health Organization
(WHO) offices 1n Seneva, Copenhagen, and Washington. An all-post telex
was sent Friday evening by the Department of State. That evening, a
telex explaining events up to that time was also sent to 64 government

drug regulatory authorities and WHO.

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

regulatory authorities.

Further, on October ff, we again contacted the State Department
updating domestic information on the Tylenol situation, listing the 11
foreign countries in which Tylenol capsule products are manufactured
and/or marketed, and providing information on the Johnson and 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
with the local health ministries regarding sales of Extra-Strength
TyTenoT capsules. We transmitted this same information to WHO
Headquarters, WHO regional offices, and the European Economic

Community. This information was also transmitted to international drug

regulatory authorities.



The willful contamination of products intended to benefit consumers
1s repulsive to us all. I can assure you that the Secretary and 1 are
personally committed to moving quickly to provide additional safeguards

to help protect the public*

Thank, you M. chairman. This concludes ray prepared testimony. |

will be happy to answer any questions you may have.
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HHS Secretary Richard S. Schweiker said today he has forally approved and
sent to the Federal Register for publication unlfona standards for nooprescription
drug manufacturers to follow in providing tamper-resistant packaging for their
products— effective within 90 days in iwny cases.

Kanufacturers could choose among various techniques— seals, shrink bands, and
bubble or strip packs, for example— but would be required to highlight the barrier
with a distinctive design that would be hard to duplicate. Each product would
also have to prominently display an advlsoi*y that the product should not be pur-
chased or used if the seal or barrier was not intact when the product was bought.

FOA Commissioner Arthur Hull Fayes Jr,, K.D., said the regulation "allows
manufacturers Tlexibility as to which methods of tamper-resistant packaging will
be ustd. Ye realize new methods are being developed all the time, and we want to
encourage new protection methods." said Dr. Kayes.

sWhile it is virtually impossible to make ivy package tamper-.proof, 1t 1s
possible to manufacture packages 1n such a way that tampering Is much more diffi-
cult, and that 1f a product is tampered with, it can more easily be detected by
a careful consuner," Schweiker said. "That Is the intent of this regulation.”

The regulation is a result of the tampering— the opening and refilling of
fylanol capsules with cyanide after they left the manufacturer— which killed seven
people in the Chicago art* at the end of September and other reports of product
tampering since that til~*,

The regulation becomes effective in steps. The first effective date, in 90
Jays, requires tamper-resistant packaging on most nonprescription capsule and

(«0-e)



liquid drugs (including eyedrops), except topical dermatologic products. The
new packaging would also be required in 9Q days on certain cosmetic products
thataay.be susceptible to tampering, such as mouthwashes.

In I1SO days tablets and suppositories— which are considered less susceptible
to tapering— would be required to have tamper-resistant packaging, too. The
delay is designed to ensure that the more susceptible products, such as liquids

and capsules, haye priority in obtaining the technology and machinery needed to

make thee secure.

Also at 160 days, the label statement and the distinctive design for barriers
would be required. This delay recognises the practical difficulties these features
say pose, although som Manufacturers *ay be ablr, to beat the deadline by months,
la fact sane aspect to begin marketing products In new tamper-resistant packages
within the next few weeks. “1IS months, no over-the-counter drug could be sold
without tamper resistant packaging.

Since the Chicago deaths, FOA and the maior Manufacturers of nonprescription
drugs have been working together to review what technology and machinery is
available, and how to most effectively protect the public from product tampering.

«The manufacturers of over-the-counter drugs have been extremely cooperative
in moving quickly toward better protection. They have acted responsibly and in
good faith, and 1 believe this regulation will give them the uni”~”~m national

standards they need,- said Sctowiker.
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§ 11.46.410 Alaska Statutes f

(Effective January 1,1980)

See. 11.46.430. Criminal mischief in the first degree, @A person
commits the crime of CIIMINAl mischief in the firstdegree if, having no
right to do so or any reasonable ground to believe he has such a right,

£}v(l) with, intent to cause a substantial interryption or impairment of

f tsarvice rendered to the publicby a utillityor by an organizationwhich

I &— h withemergencies involvingdanger to lifeor property, he damages

r tarpers with property of that utillity or organization and causes

sustantdal interruption or impairment of service to the publlic;

\ j @ with intent to damage property of another by the use of widely
sdangerous means, he damages property of another in an amount
1exceeding $100,000 by the use of widely danagerous means; or

JT @ he intentically damages an ail or gas pipeline or supporting

ety

~(b) Crimiral mischief in the firstdegree saclassB felay. @ 4 ch

HIBSLA 19/8) &

" Cc n« reference. — Ai to liability for Am. Jur. reference. — 34 Am. Jur.,
b M nctioa of property by minora, see AS Malicious Mischief, 5 1 et *eq.

" _Kjocao.



STATE OF ALASKA
FISCAL NOTE Revision Date , 1963

l. REQUEST 1. FISCAL DETAIL
Bill I/Resolution No.: CS for MB #247(Jud.)  Agency Affected: Health & Social Services
Title:..tampering with an item in commerce Program Category Affected: Justice
Sponsor!- Rep. L'iska BRU, Program of Subprogram(s) Affected:
Requestor: Judiciary Committee Adult Confinement

EXPENDITURES'REVENUES.  (Thousands cf Do! ars)
FY83 EY8 FYss Fr8b FYL/ TT:y
OPERATING
11)0 PERSONAL SERVICES
200 TRAVEL
300 CONTRACTUAL
400 COMMODITIES
500 EQUIPNVENT
600 LAND & STRUCTURES
700 GRANTS, CLAIMS, EIC

TOTAL OPERATING
* See Analysis.
CAPITAL-

REVENLE

rUNDING:  (Thousands of Dollars)
GENERAL AND
FEDERAL RUNDS
OTHER (Specify Source)

POSITIONS:
FULL-TIME
PART-TIME
TEVPCRARY

1. SOURCE OF RUNDS TO OFFSET HISCAL IMPACT OF BILL:

IV. ANALYSIS: Attach a separate page for any Analysis , N
Prepared By: Roger C. Lange APhone: 465-3376
Division: Mult Correction® t/ ~ , Date:"April26,"1983

Pt3>  Date;. ¥/* */f 3

Approved by Commissioner: :
Department:  Health & Social Servces

Distribution:
Original to Legislative Finance
Copy to Office of Management and Budget (for Legislature introduced bills)
Copy to Department (for Governor introduced bills)

Copy to Sponsor
Copy to Requestor (if different from Sponsor) 3/8/83



FrSCAL NOTE
CS for House Bill No. 247 (Jud.)
Page 2

IV.  ANALYSIS

There is no statistical data regarding the activity which would become a crime under
this act. The Division has no information regarding the annual number of
occurrences, arrests, or convictions for tampering with an item in commerce that is
a food, drug, device, OI cosmetic where physical injury is intended. Therefore, no
estimate can be made regarding the fiscal impact of this proposed legislation.
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STATE OF ALASKA
FISCAL NOTE IRevision Date , 1983 ~
REQUEST Il.  FISCAL DETAIL
Bi li/Resolution No.: nb 247 Agency Affected: Department of Law
Title: "... tampering- with...food, drug,. . Program Category Affected: Admin, of Justic
Sponsor:___Re?. Liska BRU, Program of Subprogram(s) Affected:
Requestor: House Judiciary Prosecution

EXPENDITURES/REVENUES:  (Thousands of Dollars)
"FY”83 FY 84 m sir FY 86 rY-87 1 FY 88
OPERATING
100 PERSONAL SERVICES
200 TRAVEL
300 CONTRACTUAL
400 COMMODITIES °
500 EQUIPMENT
600 LAND & STRUCTURES
700 GRANTS, CLAIMS, ETC

TOTAL OPERATING -0- -0 - -0- o -0 - ——
CAPITAL
REVENLE
FUNDING:  (Thousands of Dollars)
BENERA L EIND -n- AN AN O, -0- -0 -
FEDERAL FUNDS 1
OTHER (Specify Source) 1 1
POSITIONS:
Tull-TIME....... -0- -0- -0- -0- -0- -0-
PART-TIME i
TEMPORARY I
L- !
SOURCE OF FUNDS TO OFFSET FISCAL IMPACT OF BILL:
ANALYSIS: Attach a separate page for any Analysis
K.iLJlcX
Prepared By: Richard 1. Pegugs, Director Phoney 465-3672
Sivision: Administrative Services Division Date: M~Arrh 31. 1983~

Approved by Commissioner-~o~r~crcirsuffi Attorney General Date:  March 31, 1983
Department: n,apartment of law

tribution:
Original to Legislative Finance
Copy to Office of Management and Budget (for Legislature introduced bills)
Ccoy to Department (for Governor introduced bills)
Copy to Sponsor

Ccoy to Requestor (if different from Sponsor) 2/SIH*



HB 247
Analysis

This bill makes tampering with an item in commerce that
is a food, drug, device, or cosmetic a class B felony. There is
no history of such tampering occurring in the state. After such
tampering as the Tylenol poisoning in Chicago, however, this bill
could serve to help prevent future similar occurrences from
happening in Alaska by providing strict penalties for any
tampering. Prosecutors believe that the incidence of tampering
will be slight and, consequently, no measurable fiscal impact
will result due to enactment of this legislation.
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STATE OF ALASKA
FISCAL MOTE Revision Date TTS5HT

L REQUEST I, FISCAL DETAIL
Hi 11/Resolution No.; House Bill No. 247 Agency Affected:health a Sfoci-aJ'@&rvices
Title:1l.tampering with an item in commerce Program Category'-Affected;Just

Sponsor!"Rep. Liska BRU, Program of |§ubprogram(sAffected
Reguestor: Judiciary Committee Adult Confinement” "
FYy 83 Fr84 FY8 FY (T Y =3
OPERATING
100 PERSONAL SERVICES
300 TRAVEL

300 OONTRACTUAL

400 COMMODITIES

500 EQUIPIVENT

600 LAND & STRUCTURES
700 GRANTS, CLAIMS, EIC

TOTAL OPERATING
* See Analysis
"CAPITAL

REVENLE
FUNDING. (Thousands of Dollars)
GENERAL' RUN\D
FEDERAL FUNDS
OTHER (Specify Source)

POSITIONS:
FULL-TIME™ v
PART-TIMVE
TEVPCRARY

1. SOURCE CF RUNDS TO OFFSET FISCAL IMPACT COF BILL:

IV. ANALYSIS: Attach a separate page for any Analysis

Prepared By: Ryjer C. Lange Phone: 465-3376
Division: Adult Correctjonfsjr A Date: "fipri 1 1,7 1983
Approved by Commissioner:’ 9 Date: *% 3

Department: Health & Social Services

Distribution:
Original to Legislative Finance
Copy to Office of Management and Budget (for Legislature introduced bills)
Copy to Department (for Governor introduced bills)

Copy to Sponsor
Copy t: Requestor (if different from Sponsor) 3/8/83



FISCAL NOTE
House Bill Mo. 247
Page 2

IV.  ANALYSIS

There is no statistical data regarding the activity which would become a crime under
this act. The Division has no information regarding the annual number of
occurrences, arrests, or convictions for tampering with an item in commerce that is
a food, drug, device, or cosmetic where physical injury is intended. Therefore, no
estimate can be made regarding the fiscal impact of this proposed legislation.
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