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H B  195 " A n  A c t  p e r m i t t i n g  t r a n s f e r  of  f o r f e i t e d  a i r c r a f t  
to t h e  A l a s k a  W i n g ,  C i v i l  A i r  P a t r o l . "

A n a l y s i s  a n d  B a c k g r o u n d

H o u s e  B i l l  195 w o u l d  a m e n d  th e s t a t u t e s  i n t w o p l a c e s  
to  m a k e  it p o s s i b l e  f o r  the s t a t e  to t u r n  o v e r  a i r c r a f t ,  
f o r f e i t e d  to t h e  s t a t e  i n  c o n n e c t i o n  w i t h  c r i m e s ,  to the 
C i v i l  A i r  P a t r o l .

S e c t i o n  1. a d d r e s s e s  a i r c r a f t  f o r f e i t e d  in  f i s h  a n d  
g a m e  v i o l a t i o n s ,  w h i l e  S e c t i o n  2. d e a l s  w i t h  a i r c r a f t  f o r f e i t e d  
i n  d r u g - r e l a t e d  o f f e n s e s .

B e c a u s e  C A P  c o r p o r a t e  r u l e s  r e q u i r e  t h a t  a n y  e q u i p m e n t  
d o n a t e d  to th e C A P  b e c o m e  p r o p e r t y  of  the c o r p o r a t i o n ,  a n d  
m a y  b e  d i s p o s e d  o f  as th e  d i r e c t o r s  se e  fit, it m a y  b e  a 
c o n c e r n  c c Che s t a t e  t h a t  e q u i p m e n t  d o n a t e d  b y  the  s t a t e  
s h o u l d  r e m a i n  in th e  sta te . T h e  C A P  is a n a t i o n a l  o r g a n i z a t i o n ,  
a n d  i t s ‘d i r e c t o r s  inay p l a c e  e q u i p m e n t  w h e r e v e r  t h e y  d e t e r m i n e  
it s b e s t  u s e  to be. T h i s  h a s  e v i d e n t l y  c a u s e d  s o m e  c o n s t e r n a t i o n  
w i t h  the  D e p a r t m e n t  o f  M i l i t a r y  A f f a i r s  r e g a r d i n g  r a d i o  
e q u i p m e n t ;  a d d i t i o n a l l y ,  the C A P  h a s  a p p a r e n t l y  u n s e t  the 
f e d e r a l  g o v e r n m e n t  b y  s e l l i n g  10 a i r p l a n e s  g i v e n  to t h e m  b y  
t h e  feds.

C u r r e n t l y  the  d e p a r t m e n t  o f  A d m i n i s t r a t i o n  m a y  d i s p o s e  
o f  a n  a i r c r a f t  b y  e i t h e r  s e l l i n g  it, or  b y  t r a n s f e r i n g  it 
to a d e p a r t m e n t  o f  s t a t e  g o v e r n m e n t  f o r  o f f i c i a l  use. A n  
e x a m p l e  of thi s w o u l d  b e  the t r a n s f e r  o f  s e v e r a l  a i r c r a f t  
to f i s h  a n d  w i l d l i f e  p r o t e c t i o n  for t h e i r  u s e  in  e n f o r c i n g  
f i s h i n g  a n d  h u n t i n g  r e g u l a t i o n s .

T h i s  a v e n u e  c o u l d  b e  u i e d  ^(Xniake the a i r c r a f t  a v a i l a b l e  
to the C A P  b y  t r a n s f e r i n g  it to the D e p a r t m e n t  of  M i l i t a r y  
A f f a i r s .  H o w e v e r ,  a c c o r d i n g  to D i c k  R o u n d t r e e  o f  th at  d e p a r t m e n t ,  
a p r o b l e m  w o u l d  a r i s e  in r e g a r d  to v o l u n t e e r ,  n o n - s t a t e  
e m p l o y e e s  u s i n g  a p i e c e  o f  s t a t e - o w n e d  e q u i p m e n t .  T h e  l i a b i l i t y  
o f  th e s t a t e  m a k e s  it i n c r e a s i n g l y  u n a t t r a c t i v e  to u s e  this  
r o u t e ,  a n d  R o u n d t r e e  s a i d  it w o u l d  be  b e t t e r  to s i m p l y  g i v e  
the  a i r c r a f t  o v e r  to the  CAP.
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violation of this chapter or rule or regulation o f the department, all fish 
and game, or parts of them are forfeited to the state and shall be 
disposed o f as directed by the court. I f  sold, the proceeds o f the sale shall 
be transmitted to the proper state officer fo r deposit in the general fund. 
Guns, traps, nets, fishing tackle, boats, aircraft, or other vehicles, sleds, 
and other paraphernalia seized under the provisions o f this chapter, or 
rule or regulation o f the department, unless forfeited by order of the 
court, shall be returned, after completion o f the case and payment o f 
the fine, if any. (§ 23 art I ch 94 SLA 1959)

A seizure is a prerequisite to forfeiture
under the provisions o f this section. Rubino 
v. State, Sup. Ct. Op. No. 215 (File No. 395), 
391 P.2d 945 (1964).

Forfeiture nets upon the thing itself. — 
In case o f forfeiture, the decree o f the court 
acts upon the thing itself and binds the 
interest o f all the world, whether any party 
actually appears or not. I f  it is condemned, 
the title o f the property is completely 
changed, 3nd the new title acquired by the 
forfeiture travels with the thing in all its 
future progress. United States v. 
Polios trine, 8 Alas. 104 (1929).

It divests title’s and liens. — A forfeiture 
necessarily divests every existing right, 
whether o f title or lien or other interest, in 
the thing forfeited. There is no reason why 
it should not extinguish the right o f a 
lienholder equally with that o f the owner. 
It binds the interests of all the world. 
United States v. Pollastrine, 8 Alas. 104 
(1929).

Section distinguishes between 
mandatory nnd discretionury forfeiture.
— This section distinguishes between 
mandatory forfeiture o f contraband (fish, 
game, birds) upon conviction, and 
discretionary forfeiture o f paraphernalia 
(guns, traps, aircraft, etc.). Graybill v. 
State, Sup. Ct. Op. No. 1234 (File No. 2386), 
5-15 P.2d 629 (1976).

Not between criminal or civil forfeiture 
proceedings. — The distinction which the 
legislature sought to draw between 
contraband and paraphernalia , between 
mandatory and discretionary forfeiture, 
not between requiring criminal or civil 
forfeiture proceedings. Graybill v. State, 
Sup. CL Op. No. 1234 (File No. 2386). 545 
P.2d 629 (1976).

Forfeitures, even when civil in form, 
are basically crim inal in nature. Graybill 
v. State, Sup. C t Op. No. 1234 (File No. 
2386), 545 P.2d 629 (1976).'

“ Order o f the court" may refer to 
orders rendered following criminal 
conviction. — Since the "case" and "fin r" 
referred to in this section concern criminal 
proceedings, it is reasonable to interpret an 
"order o f the court" as likewise referring 
to orders rendered subsequent to a criminal 
conviction, as well as those following a 
separate civil action. Graybill v. State. Sup. 
C t Op. No. 5234 (File No. 23SG), 545 P.2d 
629 (1976).

Valid forfeiture where defendant 
convicted under AS 16.05.920. — Where 
defendant was convicted under AS 
16.05.920, which makes certain acts 
unlawful, in order to effect a valid 
forfeiture o f defendant's aircraft, it was 
not necessary fo r the state to institute a 
separate civil in rem proceeding against the 
a irc ra ft Graybill v. Stale, Sup. C t Op. No. 
1234 (File No. 2386), 545 P.2d G29 (1976).

While forfeiture is a civil remedy unless 
otherwise provided by statute, this section, 
as it applied to a defendant who was 
convicted under AS 16.05.920, did so 
provide. Graybill v. State, Sup. Ct. Op. 1 
1234 (File No. 23S6), 545 P.2d 629 (1976)

For wises construing seizure and 
forfeiture under the provision o f ACLA 
1949, 9 39-2-10, see United Stales v. One 
Fish Trap, 7 Alas. 215 (1924); United States 
v. The Pacific, 7 Alas. (1924); United States 
v. One Floating Fish Trap, 7 Alas, 334 
(1925); The M. it M„ 8 Alas. 17 (192S).

Cited in Wacek v. State, Sup. CL Op. No. 
1108 (File No. 216G), 530 P.2d 751 (1975).

See. 16.05.195. Forfeiture o f eonipment- (a) Guns, traps, nets, 
Fishing gear, vessels, aircraft, other motor vehicles, sleds, and other 
paraphernalia or gear used in or in aid o f a violation o f this title, or 
regulation promulgated under this title, and all fish and game or parts



Al a s k a  Sta tutes § 16.05.210

md game or nests or eggs of birds taken, transported or 
£ed contrary to the provisions o f this title, or regulation 

.iiulgated under it, may be forfeited to the state
(1) upon conviction o f the offender in a criminal proceeding o f a 

violation o f this title in a court o f competent jurisdiction; or
(2) upon judgment o f a court o f competent jurisdiction in a proceeding 

in rem that an item specified above was used in or in aid cf a vio'ation 
o f this title or a regulation promulgated under i t

(b) Ite.us specified in (a) o f this section may be forfeited under this 
section regardless o f whether they were seized before instituting the 
forfeiture action.

(c) An action fo r forfeiture under this section may be joined with an 
alternative action for damages brought by the stati to recover damages 
fo r the value o f fish and game or parts o f them or nests or eggs of birds 
taken, transported or possessed contrary to the provisions o f this title 
or a regulation promulgated under i t

(d) It  is no defense that the person who had the item specified in (a) 
of this section in possession at the time of its use and seizure has not 
been convicted or acquitted in a criminal proceeding resulting from or 
arising out o f its use.

(e) No forfeiture may be made of an item subsequently sold to an 
innor nt purchaser in good faith. The burden of proof as to whether the 
purchaser purchased the item innocently and in good faith shall be on 
the purchaser. _•

(f) An item forfeited under this section shall be disposed o f at the 
discretion o f the department (§ 3 ch 124 SLA 1974) "

This section and AS 17.12.130 
distinguished from AS I I . 45.0,«0. —  Both 
AS 17.12.130, the narcotics forfeiture 
statute, and this section, the fish and game 
forfeiture statute, define broadly the 
property subject to forfeiture to include 
"accessories" nnd "paraphernalia," 
respectively, used to violate the law. 
Furthermore, both o f them provide optional

dispositions for forfeited properly, unlike 
the gambling forfeiture statute, AS 
11.45.040, which mandates destruction of 
property seized. One Cocktail Glass v. 
State, Sup. Ct. Op. No. 1437 (File No. 2729), 
565 P,2d 1265 (1977).

Stated in Gravbill v. State, Sup. CL Op. 
No. 1234 (File No. 2386), 545 ?.2d 629 
(1976).

Sec. 16 .05 .200 . P o w e r  t o  a d m in i s t e r  o a th s .  Each  pe rson  de s igna ted  
in  § 150 o f  th is  c h a p te r  nvv adm in is te r  to o r  take  f r o m  an y  p e rs on , an 
oa th , a f f i rm a t i o n ,  o r  a f f i d a v i t  w hen  it is f o r  use  in a p ro se cu t io n  o r  
p r  c e d in g  u n d e r  o r  in  the e n fo rc em en t  o f  th is  chap te r .  (§ 24 a r t  I ch 
9 4  o L A  1959)

Sec . 16 .05 .2 10 . I n e l i g i b i l i t y  f o r  b o u n t ie s .  I t  is u n law fu l  f o r  an  
emp loyee  o r  specia l h u n t e r  o f  the  d ep a r tm en t  to rece ive o r  a t t em p t  to  
rece ive a b ou n ty  f o r  th e  k i l l i n g  o f  a p re d a to r ,  o r  to t r a n s f e r  the  sca lp  
o i o th e r  p a r t  o f  a p r e d a t o r  to  an o th e r  pe rson  f o r  the  pu rp o s e  o f  
co l lec t ing a  b o u n ty .  (§ 16 a r t  I ch 94  S LA  1959)

€

€
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Sec. 17.30.060. R ecord s o f reg istrants. A person registered to 
manufacture, distribute, dispense, or conduct research with controlled 
substances under this chapter shall keep records and maintain 
inventories in conformance with the record keeping and inventory 
requirements o f federal law and in conformance with additional regu­
lation1; adopced by the board. (§ 4 ch 45 SLA 1982)

Cro-.s re fe re n c e s . —  F o r penalty fo r 
furr.'sbing fa lse or fraudu len t in formation 
in cr em itting r-.a iena l in form ation from 
ret.- 'ds reo.uhed to be kept under this

chapter, see AS 11.71 .040 (a )(3 ). For pen­
a lty  for fa ilu re  to make, keep, or fu rnish 
records required by this chapter, see AS 
11 .71 .050(a )(4 ).

Sec. 17.30.070. O rde r fo rm s; p rescrip tions, (a) A controlled sub­
stance may be distributed by one registrant to another registrant only 
if the distribution is in accordance with federal requirements for order 
forms.

(b) A controlled substance may not be dispensed by a practitioner 
other than in accordance with federal requirements regarding prescrip­
tions for controlled substances.

(c) I f  the classification of.a controlled substance in a schedule set out 
in AS 11.71.140 — 11.71.190, or by a regulation adopted in accordance 
with AS 11.71.120(a), is different from its corresponding classification 
under federal law, the requirements of (a) and (b) of this section are 
determined by the classification o' the substance under federal law. 
(§ 4 ch 45 SLA 19S2) '

C ro ss  re fe re n c e s . —  F o r penalty fo r 
fa ilu re to make, keep, o r furnish order

forms required under this Venter, see AS 
11 .71 .050(a )(4 ).

Spc. 17.30.0S0. U n law fu l adm inistration , p rescrip tion  and d is­
pensation o f  .con tro lled  substances.’ A controlled substance 
classified under federal lav/ or in a schedule set out in AS 11.71.140 — 
11.71.190 or by regulations adopted in accordance with AS 11.71.120(a) 
may not be administered, prescribed, dispensed, or distributed other 
than foi a medical purpose. (§ 4 ch 45 SLA 1982) • ’ -

A rtic le 2. En fo rcem ent Forfe itu re and Review  P rov is ions.
Sect i on
100. Corporative arrangements 
110. Forfe itu res 
130. Jud icia l review

Sec. 17.30.100. Cooperative arrangem ents, (a) The commis­
sioner o f public safety shall cooperate with other state and federal 
agencies in the discharge of their responsibilities pertaining to illicit 
traffic in controlb i  substances and in suppressing the abuse of 
controlled substa. es. Under this section, the powers of the commis­
sioner of public safety include but are r.ot limited to the following;



sale plus interest to the date o f final disposition of the court proceedings 
become the subject o f the forfeiture action.
>.(m) Property forfeited under this section other than controlled sub- 
stances shall be disposed of by the commissioner of administration in 
accordance with applicable law. The commissioner of administration 
may

(1) destroy property harm ful to the public;
(2 ) sell the property and use the proceeds for payment of a ll proper 

expenses of the proceedings for forfeiture and sale, including expenses 
of seizure,-custody, and court costs;

(3) take custody of the property and authorize its use in the 
enforcement o f this chapter or AS 11.71, or transfer it to another 
agency o f the state or a political subdivision o f the state for a use in 
furtherance o f the administration of justice;

(4) take custody of the property and remove it for disposition in 
accordance with law; or

(5) forward it to the Drug Enforcement Administration o f the United 
States Department of Justice for disposition.

(n) Upon a showing that a claimant is entitled to remittance in 
accordance with this section, the court shall order that

(1) if the claimant is entitled to the item, it shall be delivered to the 
claimant immediately; . .
’ .(2) if the claimant is entitled to remittance of some value less than 
the total value o f the item, the claimant is entitled, at the claimant’s 
choice, to receive either the value of the claimant’s interest or, upon 
receipt o f payment of the difference in value by the claimant, the entire 
item. • ' • •

(o) An offender who used an item subject to remission in violation of 
tiiis chapter or AS 11.71 shall be assessed a fine which may not he less 
than the cost of any lien payment or remittance made by the state plus 
the reasonable costs o f the seizure. . ;  ̂ •
‘ (p) A controlled substance manufactured, possessed, transferred, 
6old, or offered for sale in violation of this chapter or AS 11.71 is 
contraband and must be seized and summarily forfeited to the state. 
The commissioner of public safety or the commissioner’s designee, 
including a municipal law enforcement ag.tncy authorized under (e) of 
this section to retain custody of controlled sibstances, is responsible for 
the disposal of controlled substances which have been forfeited. The 
controlled substances shall be disposed of in accordance with proce­
dures and requirements prescribed by the commissioner.

(q) Plants from which controlled substances may be derived and 
which have been planted or cultivated in violation of this chapter or AS 
11.71, or which are grown in the wild, may be seized and summarily 
forfeited to the state. (§ 4 ch 45 SLA 19S2)

§ 17.30.110 j -  F o o d  a n d  D r u g s  § 17.30.110

C ro ss  re fe rence '). — For penalty for under this chapter, see AS 11.71 050 (n l(4t. 
fa ilu re  to furnish notification required
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Aircraft: F o r f e i t e d  h y  the C o u rt;-, S ince S t a t e h o o d

9 S up e r c u b s :  3 w e n t  to the D e p a r t m e n t  of Pub' a C S a f e t y

2 w e n t  to the D e p a r t m e n t  o f  F i s h  r* G a m e

2 ar e in s t o r a g e  p e n d i n g  a final d e c i s i o n  

1 w a s  c o l d  by b i d  several y e a r s  ag o  

1 w a s  torn a p a r t  for p a r t s

1 C e s s n a  185: w e n t  to the D e p a r t m e n t  of P u b l i c  S a f e t y

1 C e s s n a  180: t r a n s f e r r e d  t j the U n i v e r s i t y  of A l a s k a  for use in t r a i n i n g

a f t e r  s o m e  p a r t s  h a d  b e e n  r e m o v e d

1 C es s n a  .17011: s o l d  b y  b i d  s e v e r a l  y e a r s  a g o

T h r e e  a i r p l a n e s  p r e s e n t l y  h a v e  a q u e s t i o n a b l e  s t a t u s  in t h a t  I he 

p l a n e s  h a v e  b e e n  s e i s e d  b u t  no t  forfeited. T h e s e  ai • '.lane.: ate:

1 S u p o r e u b

2 C e s s n a  105s
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STATE OF ALASKA 
PRELIMINARY STATEMENT OF FISCAL IMPACT

ill Mo: Bouse Bill 195________ Date on Bill: ? / n / n ________________________
i tie: Transfer of Forfeited Aircraft to C S ? ___________________________________ _̂_______________________________________
oonsor: Davis, Hurlbert. and Mc3riae____________________________________________________________

• .equestor: Bsp. Hurlbert_________________________________________________________ _______________________

1. Estimated fiscal impacts on:

a. Expenditures: .
  . ______________[Thousands of Dollars I

FY 83 FY 84 FY 85 FY 86 •

CaoitaT -0- -Q- -0- -n-
Ooerati no -0- -Q- —Q— -n-
Tota 1 -0- -Q- -0- •_o_ •

b. Revenues: ___________________________________ _______
Revenue_______ | | ) 1 ) I ]

2. Source of funds tc offset fiscal impact of bill:

3. Assumptions: . .

No apparent fiscal, impact,

*

4. Disclaimer:
' This statement has not been reviewed by the 0M3 in the Office of the Governor. It doe 

not represent the policy cf the Sheffield Administration or the final estimate or fisc 

impact.

: racnara L . _____ _______________

1
Prepared By:__
Division: n/A/onn rvsg

Phone

Date:
465-4601

Aoproved by Commissioner: Mehor Ganeral Edward G. Paaano 
Department: Military Affairs

Distribution:
Original to*Leaislative Finance 
Copy to 0MB 
Copy to Sponsor 
Copy to Requestor



c c. MAR. 2 1933
STATE OF ALASKA 

PRELIMINARY STATEMENT OF FISCAL IMPACT

Bill He: HB 195____________________________________Date on Bill: _̂______________  ■
Title: an act permitting transfer of forfeited aircraft to the a iasKa wing, n v n  Air raTr 

Sponsor: Davis, Hurlbert & McBride_______________________________________________________
r e q u e s to r :  14ou£>=.

1. Estimated fiscal impacts on: 

a. Expenditures:
(Thousands of Dollars')

. I FY 83 I FY 84 FY 85 I FY 86

Capita) 1 1 1 1
ODeratinq | 1 1
lotal | • I | 0 | 0 0 | 0

b. Revenues.
Revenue n

2. Source of funds to offset fiscal impact of bill:

3. Assumptions:

No fiscal impact

4. Disclaimer:
This statement has not been reviewed by the 0MB in the Office of the Governor. It t: 

• fore'does not represent the final estimate of fiscal impact.

Preoared By: Colonel Robert i'.J. Stickles Phone: 269-5532
Division: F ish & wi Id) ire Protection wate: reD- 10> •l^o T

Approved by Commi ssponf/rC______ ( A ,V'vff f¥r_   Date:_

Department: m ^ d u p ' |r c a c c t v ________ [/____________________________
-t

5. Distribution:
Original to Legislative Finance 
Copy to 0MB
Copy to Sponsor
Copy to Requestor 2/15/83
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F U R T H E R :

Date: 2. . 1 ^ 8 ?

2 / 1 4 / 8 3  
Hr. S p e a k e r :

The  C o m m i t t e e  on R E S O U R C E S has had H B  195

An A c t  p e r m i t t i n g  t r a n s f e r  o f  f o r f e i t e d  a i r c r a f t  to t h e  A l a s k a  

W i n g ,  C i v i l  A i r  P a t r o l .

u n d e r  c o n s i d e r a t i o n  a n d  r e p o r t s  it b a c k  as f o l l o w s

p o  

[ ]

[ ]

do pass [ ] do not pass

do pass w i t h  attached a m e n d m e n t s (s )

replace with CS for __________________________________

and r e c o m m e n d s  _____ _______________  ___  ____

' ] same title
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DIVISION OF ELECTIONS 
POUCH AF 

JUNEAU. ALASKA 99811-997-
OFFICE OF THE GOVERNOR

PHONE: (907) 586-6181

M a y  1 8 , 1 9 8 3

S e n a t e  J u d i c i a r y  C o m m i t t e e  
A l a s k a  S t a t e  L e g i s l a t u r e  
J u n e a u ,  A l a s k a  99811

D e a r  Mr. C h a i r m a n ,

T h e  D i v i s i o n  of E l e c t i o n s  has t e s t i f i e d  t w i c e  on a H o use 
m e a s u r e  b e f o r e  y o u r  c o m m i t t e e  today, H B  157, by Adams, an 
act to e x p a n d  the r i g h t  to p e t i t i o n  for a l o c a l  o p t i o n  e l e c­
tion. Due co a c o n f l i c t  t o d a y  in a n o t h e r  c o m m i t t e e ,  we  o f f e r  
t h e s e  c o m m e n t s  in l i e u  of fc m a l  t e s t i m o n y .

HB 157 w o u l d  e x p a n d  the d e f i n i t i o n  o f  an e s t a b l i s h e d  v i l l a g e  
to i n c l u d e  t hose w i t h i n  b o r o u g h s  a n d  m u n i c i p a l i t i e s .  The D i v­
isi o n  v i e w s  tnis as a h o u s e k e e p i n g  m e a s u r e  *-.hat d o e s  a d d r e s s  
the p r o b l e m s  e x p e r i e n c e d  by some u n i n c o r p o r a t e d  v i l l a g e s  w i t h­
in e s t a b l i s h e d  b o r o u g h s  to h o l d  local o p t i o n  e l e c t i o n s .

O u r  u n d e r s t a n d i n g  f r o m  the o f f i c e  o f  the A t t o r n e y  G e n e r a l  
is t h a t  l e g i s l a t i v e  i n t e n t  in this a r e a  c l e a r l y  w a s  to a l l o w  
all s u c h  v i l l a g e s  the p e t i t i o n  and v o t i n g  o p t i o n  u n d e r  T i t l e  4.

Th e  D i v i s i o n  has s u b m i t t e d  a ze r o  f i s c a l  no t e  on this l e g­
islation. If w e  can be o f  f u r t h e r  a s s i s t a n c e  to y o u r  c o m m i t t e e  
on t h i s  m a t t e r ,  p l e a s e  c o n t a c t  our office.

D i r e c t o r





C O M M ITTEE REPORT

SENATE

FURTHER: 

Date: _______

Mr. President:

The Committee on  has had_____________

under consideration and (a majority of the committee) (the committee) 
reports it back with the following recommendations:

[ ] do pass [ ] do not pass

[ ] do pass with attached a m e n d m e n t s (s )
I ] same title

[ ] replace with CS f o r ___________________________________________ [ j new title

nnd recommends _________________________________________________________________

[ ] AND attaches a "Letter of Intent" [ ] New Fiscal Note

[ ] reports it back without recommendation

[ ] referred t;o t h e _____________________________________________Committee
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BILL SHEFFIELD, GOVERNOR

D E P A R T M E N T  OF R E V E N U E
orncE or jhe couwsstom

p o u c h s
JUNEAU, ALASKA 99811 
PHONE: 190?) 665-2300

A p r i l  19. 1983

T h e  H o n o r a b l e  R i c h a r d  E l i a s o n  
S e n a t o r
A l a s k a  S t a t e  L e g i s l a t u r e  
P o u c h  V
J u n e a u .  A K  9 9 8 1 1

RE: HB  2 0 2  "An A c t  i n c r e a s i n g
the l i q u o r  t a x "

D e a r  S e n a t o r  E l i a s o n :

Y o u  r e q u e s t e d  of Mr. K e s s e l  of our A u d i t  D i v i s i o n  s o m e  
i n f o r m a t i o n  r e g a r d i n g  i n c r e a s e d  " f i n a l  u s e r "  c o s t  r e s u l t i n g  
f r o m  an i n c r e a s e  in t h e  L i q u o r  T a x  as p r o p o s e d  in H B  202. Y o u  
w a n t e d  th i s  i n f o r m a t i o n  so th a t  y o u  c o u l d  h a v e  it for t e s t i m o n y  
for T u e s d a y  m o r n i n g ,  A p r i l  19. 1983.

F r o m  b e s t  a v a i l a b l e  i n f o r m a t i o n  we p r o v i d e  y o u  w i t h  the 
f o l l o w i n g  s t a t i s t i c s :

11 be inc r e a s e d  f r o m 2 5>< a
o n . T h i s w o u l d  m e a n an
one c a s e of t w e l v e  ou nee
o re , the i n c r e a s e  per b o t t l e

A t  the bar:

1. T h e  m a l t  b e v e r a g e  tax w  
g a l l o n  to 32 l / 2 p  a gal 
i n c r e a s e  of 17£ tax per 
b o t t l e s  of beer. There: 
w o u l d  be .7£.

2. T h e  tax on w i n e  w o u l d  be i n c r e a s e d  f r o m  6 Op? a g a l l o n  to
$1 a g a l l o n .  T h i s  w o u l d  r e s u l t  in a n  i n c r e a s e
of a b o u t  2 l / 2 £  i n c r e a s e  p e r  f o u r  o u n c e  g l a s s  of w ine.

3. T h e  t a x  on h a r d  l i q u o r  w o u l d  i n c r e a s e  f r o m  $4 to $ 5 . 7 5
a g a l l o n  or $ 1 . 7 5  per g a l l o n .  yvssuming th a t  a m i x e d  
d r i n k  c o n t a i n s  o n e  o u n c e  of l i q u o r ,  the a c t u a l  i n c r e a s e  
per d r i n k  w o u l d  be a b o u t  3 t a d r i n k .

B. At the l i q u o r  st o r e :

1 . B e e r  w o u l d  c o s t  17p m o r e  per c a s e  por c u s t o m e r  w h i c h  
w o u l d  e q u a t e  to a b o u t  .7p per b o t t l e .

04-D 51 .H
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T h e  H o n o r a b l e  R i c h a r d  E l i a s o n  
A p r i l  19, 1983 
P a g e  2

2. T h e  i n c r e a s e  for w i n e  w o u l d  be a b o u t  11£ m o r e  per 
l i t e r .  T h a t  m e a n s  t h a t  a l i t e r  of w i n e  n o w  c o s t i n g  
$ 5 . 5 0  w o u l d  i n c r e a s e  to a b o u t  $5. 6 1 .

3. T h e  i n c r e a s e d  c o s t  per l i t e r  of ha r d  l i q u o r  w o u l d  be 
a b o u t  4 6 ff. T h a t  m e a n s  a l i t e r  of w h i s k e y  n o w  c o s t i n g  
$ 9 . 4 8  w o u l d  i n c r e a s e  to $ 9 . 9 4 .

T h e  a b o v e  all a s s u m e s  t h a t  the s e l l e r  w o u l d  not a t t e m p t  to
b u i l d  in a p r o f i t  in a d d i t i o n  to t h e  i n c r e a s e d  taxes.

S i n c e r e l y

R o b e r t  D. H e a t h  
C o m m i s s i o n e r  of R e v e n t 0

R D H / R R K / g b



Official Business

Alaska is>tate legislature
House o f  Representatives 
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A p r i l  15, 1983
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State Capitol 
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P.O. Box 333 
Kotiebue, Alaska 99752 
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M E M O R A N D U M

TO: S e n a t o r  D i c k  E l i a s o n ,  C h a i r m a n
S e n a t e  L a b o r  & C o m m e r c e  C o m m i t t e e

F ROM:  R e p r e s e n t a t i v e  A l  A d a m s

RE: H o u s e  B i l l  202 - I n c r e a s i n g  the L i q u o r  T a x

I a p p r e c i a t e  y o u r  p r o m p t  s c h e d u l i n g  o f  H o u s e  B i l l  202 
a n d  w a n t e d  to t a x e  t h i s  o p p o r t u n i t y  t o  p r o v i d e  y o u  w i t h  
a few e x p l a n a t o r y  d e t a i l s .

H B  202 i n c r e a s e s  the s t a t e  l i q u o r  tax, w h i c h  h a s  n o t  
b e e n  r a i s e d  s i n c e  1961, as follows:

* m a l t  b e v e r a g e s  fr o m  25C p e r  g a l l o n  to  32%$ (a 
30% i n c r e a s e  a m o u n t i n g  to a p p r o x i m a t e l y  a 4C 
i n c r e a s e  p e r  six p a c k  of  L e e r ) ;

* w i n e  f r o m  60C to $ 1 . 0 0  (a 66% i n c r e a s e  w h i c h  
w i l l  a m o u n t  to a p p r o x i m a t e l y  32C p e r  t h r e e  l i t e r  
o f  b o t t l e  o f  w i n e ) ; and

* h a r d  l i q u o r  fr o m  $ 4 . 0 0  p e r  g a l l o n  t o  $ 5 . 7 5  (a 
44% i n c r e a s e  a m o u n t i n g  to a b o u t  23$ o n  a h a l f  
l i t e r  o f  w h i s k e y - )

A c c o r d i n g  to t h e  D e p a r t m e n t  of  R e v e n u e ,  t h e  a d d i t i o n a l  
t a x e s  g e n e r a t e d  fr o m  th i s  l e g i s l a t i o n  is e s t i m a t e d  a t  
$ 2 , 1 0 0 , 0 0 0  in J Y  84 a n d  $ 3 , 9 0 0 , 0 0 0  in F Y  85, r e s u l t i n g  
in t o t a l  r e v e n u e s  of  $ 1 4 , 6 0 0 , 0 0 0  and $ 1 6 , 9 0 0 , 0 0 0  
r e s p e c t i v e l y .



STATE OF ALASKA 
PRELIMINARY STATEMENT OF FISCAL IMPACT

Bill No: HB 202_______________________________

Title: An act increasing the liauor tax.
Sponsor: Adams

Date on Bill: 2/15/83

Requestor:House State Affairs

1. Estimated fiscal impacts on: 

a. Expenditures:

1 FY 83 FY 84 FY 35 FY 8 6

Capital 1
Operating t

-

"Tbtal 1

b. Revenues:
Revenue ! -0 - i2.1 m ill I 3,9 M i l l

2. Source of funds to offset fiscal impact of bill:

3. Assumptions:

The analysis assumes the new tax rates become effective July 1, 1983.

4. Disclaimer:
This statement has not been reviewed by tha 0MB in the Office of the Governor. It the 
fore does not reoresent the final estimate of fiscal impact.

Prepared By:_ 
Division:____

~~2PA
i  i ^

OfJr^SL

Approved by Commissioner: 

Department:________________ H i

Phone: <fb T -  
Date:  ~

D a t e :  3-/x W t i

5. Distribution:
Original to Legislative Finance

Copy to 0MB 
Copy to Sponsor 

Copy to Requestor 2 / 1 5 / 8 3



•»* In Thousands of Current Dollars ’•* . t . * .w : . • ...
FY 1982 '** **"' FY* 1283
Actual Estimate

* January '• • January

v* V*s- •

FY 1984 .
E stim a te
J a n u a r y

Taxes

Income •:> ■ • • r- #:r • •£ •-
Corporate-General . 34,800 : -0-
Corporate-Petroleum .. 668,900 . . : . -0- ’ ... - - o - . -
.Corporate (1) * • ' T i V V V /  :' V i ^ 7 7 - 0 -  •/ 235,000..'. ''*• 272,0007

fross Receipts .... • ,~3;? V  «-•»—
2?r. •• »•

-----  /-••V/ • •.
•Alaska Business License '-TVA  5,500 ■vT5?.-..*:V..v 5,800'^v -  6,000"
Fish-Canned Salmon;'V-V -V.V W ' 3  8,600 • V r V ' .  5, OOO'V ’ i '•■ 5,000 7
Fish-Shorebased .';j- V ’ ■ - 8,700 . • V  9,000:V-;-V ,  9,000 V

' Fish-Floating f*,v\ :t •■••• .5,500 :V/ 5,500;/.;" . < • .5,500:';:-
Seafood Marke ng (2) .  -0- • 1,000 • 1,000 V
Salmon Enhance nt • . 2,400 2,400 2,400
Insurance Companies ' 12,500 14,500 • 17,000 ;
Electric and Telephone Co-ops 1,200 1,300 1,300'
Mining License Tax 200 200 200

Severance
Oil & Gas Production(3)(4) 1,581,100 1,528,800 1,197,300
Oil h Gas Conservation 600 800 700

Property
142,700Oil & Gas(5)(6) 148,600 153,200

Sale/Use •
Alcoholic Beverages 9,000 12,000 • ’ 12, 5 0 3  -
Fuel Taxes-Aviation ' 6,300 5,100 ^,400 *

Fuel Taxes-Highway 20,300' 21,000 22,000
Fuel Taxes-Marine .3,700 3,800 4,000
Tobacco Products 

Other
1,900 2,000 • * 2,000

Estate 300 500 500

Total Taxes 2,514,200 2,002,300 1.717,000

Licenses I Permits

Business 10,800 11,000 12,000
Non-Business > 13,000 13,000 13,500

Total Licenses & Permits 23,800 24,000 25,500
i

Interooverrimental Receipts '•

Federal Shared Revenues(7)(8)(9) 21,700 26*600 10,000

State Resource Revenue

FY 1985 
E s t im a te  
J a n u a ry  ;
-V  -

- 0 - “ . 
- o -  . 

295,000 •
r'.V * •'
- 6.300 

.-•5,000
9.000 

V. 5,500 
/ 1 . 0 0 0

5?, 400 
20.000 
1.300 

300
1,219.700

700
158,000
13.000 
5.500

23.000 
4.200
2.000

________500
1,772.400

12.500
14.000
25.500

1 0 , 0 0 0

Bonus Sales(7)(10)(11) 5,000 26,100 * - - 0 -
Investment Earnings(12) 324,700 3u0,000 100,000
Rents(7)(10)(11) 3,500 4,000 4.000
Royalties(4)(7)(13) 1,157,300 1,119,400 883.500
Sale of State Property 5,200 5,500 5,500
Gravel, Timber, etc.(14) 1.200 _ 5,500 2,000

—O —
1 0 0 . 0 0 0

4.000 
912.000

5.500
2 .0 0 0

- V
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M E M O R A N D U M M a r c h  11, 1 9 8 3

S U B J E C T :

TO:

F R O M

D e d i c a t i o n  o f  l i q u o r  t a x  r e c e i p t s  t o  a l c o h o l  
r e h a b i l i t a t i o n  p r o g r a m s  
(Work O r d e r  No. 1 3 - 1 0 1 7 )

R e p r e s e n t a t i v e  M i t c h e l l  E. A b o o d ,  J r .  
C h a i r m a n ,  H o u s e  S t a t e  A f f a i r s  C o m m i t t e e

R u s s  J o s e p h s o n  
L e g i s l a t i v e  C o u n s e l

Y o u  h a v e  a s k e d  w h e t h e r  l i q u o r  t a x  r e c e i p t s  m a y  b e  r e t a i n e d  
i n  t h e  c o m m u n i t i e s  w h e r e  t h e y  a r e  c o l l e c t e d  a n d  b e  u s e d  
t h e r e  f o r  f u n d i n g  a l c o h o l  r e h a b i l i t a t i o n  p r o g r a m s .

T h e  " e a r m a r k i n g "  o f  r e v e n u e s  in t h i s  w a y  c r e a t e s  a d e d i c a t e d  
f u n d .  U n d e r  t h e  A l a s k a  C o n s t i t u t i o n ,  A r t i c l e  IX, s e c t i o n  7, 
a s  i n t e r p r e t e d  b y  t h e  A l a s k a  S u p r e m e  C o u r t  i n  S t a t e  v. A l e x , 
'646 P . 2d 2 0 3  ( A l a s k a  1 9 8 2 ) ,  t h e  p r o h i b i t i o n  a g a i n s t  
d e d i c a t e d  f u n d s  e x t e n d s  t o  a l l  s o u r c e s  o f  p u b l i c  r e v e n u e s  
a n d  n o t  j u s t  " p r o c e e d s  o f  a n y  s t a t e  t a x  o r  l i c e n s e " .  T h e  
a t t o r n e y  g e n e r a l  r e c e n t l y  r e n d e r e d  a n  o p i n i o n  (Op. A t t y  
G e n .  F i l e  Nos. J 6 6 - 7 8 5 - 8 1  a n d  J 6 6 - 6 4 9 - 8 0 )  c l a r i f y i n g  w h a t  
t h e  S u p r e m e  C o u r t  h o l d i n g  m i g h t  b e  w i t h  r e g a r d  to s e v e r a l  
s p e c i f i c  f u n d s  a n d  a c c o u n t s  a n d  d e c l a r e d  t h a t  c e r t a i n  
e x c e p t i o n s  m i g h t  b e  i m p l i e d  b y  t h e  A l a s k a  S u p r e m e  C o u r t .  
H o w e v e r ,  n o n e  o f  t h o s e  i m p l i e d  e x c e p t i o n s  i n c l u d e s  l i q u o r  
t a x  r e c e i p t s .  T h e r e f o r e ,  l i q u o r  t a x  r e c e i p t s  m a y  n o t  b e  
d e d i c a t e d  c o n s t i t u t i o n a l l y  a n d  t h e  q u e s t i o n  o f  r e t e n t i o n  o f  
l i q u o r  t a x  r e c e i p t s  in t h e  c o m m u n i t i e s  w h e r e  t h e y  a r e  
c o l l e c t e d  n e e d  n o t  b e  a d d r e s s e d  h e r e .

A l t h o u g h  a d e d i c a t e d  f u n d  i s  p r o h i b i t e d  c o n s t i t u t i o n a l l y ,  
t h e r e  is a n o t h e r  w a y  t o  a s s u r e  t h a t  t h e r e  i s  a r e l a t i o n s h i p  
b e t w e e n  t h e  l i q u o r  t a x  a n d  t h e  a l c o h o l  r e h a b i l i t a t i o n  p r o ­
g r a m s .  T h e  s a m e  a t t o r n e y  g e n e r a l ' s  o p i n i o n  m e n t i o n e d  a b o v e  
o u t l i n e s  a m e t h o d  o f  a p p r o p r i a t i n g  i n  t h i s  t y p e  o f  s i t u a t i o n  
t h a t  e n s u r e s  e f f e c t i v e  l e g i s l a t i v e  c o n t r o l  o v e r  s t a t e  
f i n a n c e s  w h i l e  prc i d i n g  f o r  b u d g e t i n g  f l e x i b i l i t y  f o r  p r o ­
g r a m s  l i k e  t h i s  w  h n e e d s  t h a t  a r e  u n p r e d i c t a b l e .  T h a t



R e p r e s e n t a t i v e  M i t c h e l l  E. A b o o d ,  Jr.
P a g e  2
M a r c h  11, 1 9 8 3

m e t h o d  i m r  Lves a n  a p p r o p r i a t i o n  t o  a s e p a r a t e  f u n d  in a n  
a m o u n t  t o  \ e  a s c e r t a i n e d  b y  r e f e r e n c e  to  r e c e i p t s  f r o m  a 
s p e c i f i e d  s o u r c e  (e.g., l i q u o r  t a x  r e c e i p t s )  d u r i n g  a d e f i ­
n i t e  p e r i o d  ( a n n u a l l y  o r  f o r  t h e  t w o  f i s c a l  y e a r s  o v e r  w h i c h  
t h e  p r e s e n t  l e g i s l a t u r e  h a s  c o n t r o l ) .

R J : 1 jb 
1 / 0 3 4





CO M M ITTEE REPORT

SENATE

FURTHER

D a t e :

Mr . Presi d e n t :

The Committee on  has had

under consideration and (a majority of the committee) (the committee) 
reports it back with the following recommendations:

[ ] d o p a s s  [ ] d o n o t p a s s

[ ] do pass with attached a m e n d m e n t s (s )
[ ] same title

[ ] replace with CS f o r __________________________________________[ j new title

and r e c o m m e n d s   ___________________________________________________

[ ] AND attaches a "Letter of Intent" [ ] New Fiscal Note

[ ] reports it back without recommendation

[ ] referred to t h e ____________________ _________________________Committee

MEMBERS SIGNING MEMBERS HAVING
DO PAS_S OTHER R E C O M M ENDATIONS :

CHAIRMAN



H O U S E  B I L L  NO. 214

L E T T E R  O F  INTE\’T

H O U S E  J U D I C I A R Y  C O M M I T T E E  

A p r i l  8, 1983

It i s  t h e  i n t e n t  of t h e  H o u s e  C o m m i t t e e  on J u d i c i a r y  tha t  the 

s u p e r i o r  c o u r t  j u d g e s h i p  in V a l d e z  s h a l l  n o t  b e  f i l l e d  unti? the 

S u p r e m e  C o u r t  e l i m i n a t e s  t h e  V a l d e z  d i s t r i c t  c o u r t  j u d g e s h i p .

R e p r e s e n t a t i v e  C h a r l i e  B u s s e l l  

C h a i r m a n ,  C o m m i t t e e  on J u d i c i a r y
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STATE OF ALASKA 
FISCAL NOTE Revision Date , 1683

•v.'

REQUEST

. . s .
Page 1 of 2

8 1 i i/.Resalu"tion Nc-~; TT-HB 214 No. 1 

Ti 11 ef-Tlumber' b f  Superior Court Judces
Sponsor;: Cato_________ f/________________
Reques.far: Judiciary Finance_________

II. FISCAL DETAIL
Agency A f f e c t e d : Alaska Court System 
Program Category Affected: Justice 
BRU, Program of Subprogram^ ) Affected: 

Alaska Court Svstem_______   '

EXPENDITUREg/RF/S^rS: (Thousands of Pol lars)

•
OPERATING

FY 83 FY 84 | FY 85 1 FY 86 I FY 8? I FY 88

J 21.4 I 21.4 | 21.4 | 21.4 1 21.4
100 PERSONAL S z M l C t l

200 TRAVEL
300 CONTRACTUAL
400 COMMODITIES
500 EQUIPMENT
6u0 LAND 6 SiRUCTURES
700 GRANTS, CLAIMS, ETC

1 1 1 1
1 1 !
1 1 1
1 1
! 1 1
1 1 1

I I  1 1
1 1 1 1

TOTAL OPERATING 1 21.4 I 21.4 1 21.4 ! 21.4 21.4

CAPITAL

c REVENUE

FUNDING: (Thousands of Pollars)
GENERAL FUND- ‘ 1 21.4 1 21.4 1 21.4 1 21.4 1 21.4
FEDERAL FUNDS 1 1 1 1 1
OTHER (Specify Source) 1 1 1 1 1

1 1 1 1 1

POSITIONS:

III. SOURCE OF FUNDS TO OFFSET FISCAL IMPACT OF BILL:

FULL-TIME ! 1 ! 1 1
PART-TIME 1 1 1 1 I
TEMPORARY 1 j ! L

1 1 1 1

IV. ANALYSIS: Attac

Prepared By: P,o'jei

seorf-

i s n v

p a c sfy 0 r/ a >]>'' An a 1 y s i s 

Officer
Division: Alaska Court Svstem, Administration

Approved by Commissioner: 
Department:________________

Phone: 264-0561
Date: 3/31/83

Date:

Di stribution:
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
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P E R S O N N A L  S E R V I C E S :

. S a l a r y  ( S u p e r i o r  C o u r t  J u d g e  - V a l d e z )
B e n e f i t s  ( R e t i r e m e n t ,  v a r i a b l e  & fixed)

T o t a l  C o s t  o f  S u p e r i o r  C o u r t  J u d g e

L ess: B u d g e t e d  f u n d s  for e x i s i t i n g
D i s t r i c t  C o u r t  J u d g e  p o s i t i o n .

Net. c o s t  o f  u p g r a d i n g  V a l d e z  c o u r t  to 
s u p e r i o r  c o u r t  level.

A N A L Y S I S :

T h i s  b i l l  w o u l d  u p g r a d e  t h e  d i s t r i c t  c o u r t  j u d g e  p o s i t i o n  in 
V a l d e z  to  t h e  s u p e r i o r  c o u r t  level. T h e  f i s c a l  i m p a c t  is l i m i t e d  
to t h e  i n c r e a s e d  c o s t s  o f  s a l a r y  a n d  b e n e f i t s .  T h e r e  a p p e a r s  to 
be a d e q u a t e  c l e r i c a l  s u p p o r t  in V a l d e z  c t h e  p r e s e n t  s t a f f i n g  
l e v e l .

W h i l e  it w o u l d  b e  b e n e f i c i a l  to the c o u r t  to a d d  a lav/ c l e r k  
( $ 3 8 , 0 0 0 / y  ar total c o s t )  t h i s  is n o t  r e q u e s t e d  at this time.

$ 82 , 3 6 8  
8 0 , 1 2 9

$ 1 6 2 , 5 1 5  

1 4 1 , 1 5 7  

S 2 1 , 3 5 8



STATE OF ALASKA 
FISCAL NOTE Revision Date , 1983

REQUEST Page 1 of3 II. FISCAL DETAIL

SYl 1 /Resolution No.: HB 214 N°» 2 ________________
Title: " S u p e r i o r  C o u r t  J u d g e s "___________  Program Category A?~ect£G: Age, of J u s t i c e

Sponsor: Kep. C 3 t o

Agency A7~ected: Department: of L a w

Requestor: H o u s e  J u d i c i a r y  C o m m i t t e e

ERU, Program of SubprogramsJ Affectec:
P r o s e c u t i o n

EXPENDITURES/REVENUES: (Thousands of Dollars)
! FY 63 1 FY 84 | FY £5 1 FY 66 I hY .87 1 FY 88 1

OPERATING 1 1 1 1 1
100 PERSONAL SERVICES 1 1 1 1 1
200 TRAVEL 1 1 1 1 1
300 CONTRACTUAL 1 1 I 1 1
400 COMMODITIES I I 1 1 1
500 EQUIPMENT 1 1 1 1 1
600 LAND & STRUCTURES 1 1 1 I 1
700 GRANTS, CLAIMS, ETC 1 1 1 1 1

• 1 1 1 1 • I
i TO'iAL OPERATING 1 - 0 -  1 1 5 , 0  1 1 5 . 9  1 1 6 . 9  1 1 7 . 9  1 * 9 . 0  i

CAP IT AL

REVENUE

FUNDING: (Thousands 'of Dollars)
GENERAL FUND
FEDERAL FUNDS
OTHER (Specify Source)

POSITIONS:

FULL-TIME -n- 1 -o- l -0- 1 -0- 1 -o- 1 -0-
PART-TIME 1 1 I 1 I
TEMPORARY 1 1 1 1 1

1 1 1 1 1

SOURCE OF FUNDS TO OFFSET FISCAL IMPACT OF BILL:

Not s p e c i f ie d  by sp on so r .

IV ANALYSIS: Attach, a (Separate j'p^ge for any Analysis

< = # .  r m a
Prepared By: Richard I. Pegues, iji)rector

D l V i S 1 On : AcTMni S t ~ ~ . t i v e  S e s v i c r - s  ( P i  v i s i  o n , )____________
~ZP~\\ V) C">t LiLr.v^ / C

Approved by Commissioner:

Phone: A 6 5— 2672

Oepartment: D e p a r t m e n t  o f  L e w

A o r i l 5, 1 9 S 3

A p r i  1 5, 198 3

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
Ccov to Requestor (if different from Soonsorl



T h i s  b i l l  w o u l d  e s t a b l i s h  a s u p e r i o r  c o u r t  j u d g e  
p o s i t i o n  i n  V a l d e z ,  A l a s k a .  T h e  p r o s e c u t i o n  of c r i m i n a l  c a s e s  in' 
V a l d e z  is c u r r e n t l y  h a n d l e d  t h r o u g h  the m a i n t e n a n c e  of a s m a l l  
o f f i c e  s t a f f e d  b y  a p a r a l e g a l  in V a l d e z ,  a n d  the s e r v i c e s  o f  an 
a t t o r n e y  f r o m  t h e  D i s t r i c t  A t t o r n e y ' s  o f f i c e  in P a l m e r .  A n  
a s s i s t a n t  d i s t r i c t  a t t o r n e y  n o w  t r a v e l s  to V a l d e z  a p p r o x i m a t e l y  
o n c e  a m o n t h ,  a n d  s t a y s  t h e r e  f o r  a b o u t  o n e  w e e k .  If a s u p e r i o r  
c o u r t  j u d g e  w e r e  p e r m a n e n t l y  a s s i g n e d  to V a l d e z ,  it is e s t i m a t e d  
t h a t  t h e  i n c r e a s e d  w o r k l o a d  w o u l d  r e q u i r e  t h a t  th i s  a s s i s t a n t  
d i s t r i c t  a t t o r n e y  t r a v e l  to V a l d e z  t w i c e  a m o n t h  f o r  a b o u t  a w e e k  
e a c h  t ime.

C a s e l o a d  s t a t i s t i c s  i n d i c a t e  t h a t  the P a l m e r  D i s t r i c t  
A t t o r n e y ' s  o f f i c e  c a n  s a t i s f a c t o r i l y  s e r v i c e  the V a l d e z  a r e a  
t h r o u g h  p e r i o d i c  v i s i t s .  S o m e  m e m b e r s  of the V a l d e z  c o m m u n i t y  
h a v e  e x p r e s s e d  a d e s i r e  f o r  a f u l l y  s t a f f e d  d i s t r i c t  a t t o r n e y ' s  
o f f i c e  l o c a t e d  in t h e i r  a rea, h o w e v e r .  A t  a m i n i m u m ,  the o p e n i n g  
o f  a c o m p l e t e  d i s t r i c t  a t t o r n e y ' s  o f f i c e  i n  V a l d e z  w o u l d  r e q u i r e  
the a d d i t i o n  o f  one f u l l - t i m e  p r o s e c u t i n g  a t t o r n e y ,  c u e  f u l l - t i m e  
s e c r e t a r y ,  m o r e  o f f i c e  s p a c e ,  a n d  b a s i c  l e g a l  r e s e a r c h  m a t e r i a l s .

H B  214 No. 2 P a g e  2 of 3
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F i s c a l  A n a l y s i s

It is e s t i m a t e d  t h a t  th e e s t a b l i s h m e n t  of a s u p e r i o r  
c o u r t  in  V a l d e s  w i l l  i n c r e a s e  d i s t r i c t  a t t o r n e y  t r a v e l  to V a l d e z  ' 
f r o m  o n e  w e e k  e a c h  m o n t h  to two  w e e k s  p e r  m o n t h .  C u r r e n t  a n n u a l  
t r a v e l  e x p e n s e s  f o r  V a l d e z  a r e  e s t i m a t e d  at $ 1 5 , 0 0 0  i n c l u d i n g  
w i t n e s s  s u b s i s t e n c e  e x p e n s e s .  A  d o u b l i n g  o f  t h i s  e f f o r t  w o u l d  
r e q u i r e  an a d d i t i o n a l  S 1 5 . 0 0 0  i n t r a v e l  fun ds.  T h i s  is th e t o t a l  
a m o u n t  b e i n g  r e q u e s t e d  i n  t h i s  f i s c a l  n o t e .

C a s e l o a d  s t a t i s t i c s  i n d i c a t e  t h a t  the V a l d e z  a r e a  c a n  
be  s a t i s f a c t o r i l y  s e r v i c e d  f r o m  o t h e r  o f f i c e s  u n t i l  s u c h  t i m e  as 
the  c a s e l o a d  w a r r a n t s  a f u l l - t i m e  r e s i d e n t  p r o s e c u t o r .  A t  t h e  
p r e s e n t  t i m e  V a l d e z  is b e i n g  h a n d l e d  by  o u r  t w o  a t t o r n e y s  f r o m  
th e P a l m e r  o f f i c e  w h e r e  V a l d e z  c a s e s  r e p r e s e n t  o n l y  20Z  o f  t h e i r  
t o t a l  c a s e l o a d .

C r e a t i o n  of  a f u l l  s e r v i c e  p r o s e c u t o r ' s  o f f i c e  at 
V a l d e z  w o u l d  r e q u i r e  the  a d d i t i o n  of  o n e  A t t o r n e y  V a n d  o n e  L e g a l  
S e c r e t a r y  I, as w e l l  as a s s o c i a t e d  s u p p o r t  c o s t s  f o r  e x p a n d e d  
o f f i c e  sp a c e ,  e q u i p m e n t ,  w o r d  p r o c e s s i n g ,  a s m a l l  l a w  l i b r a r y ,  
a n d  i n c r e a s e d  c o m m u n i c a t i o n s .  T h e  f o l l o w i n g  a d d i t i o n a l  c o s t s  
w o u l d  b e  i r . o r r e d  to e s t a b l i s h  s u c h  an o f f i c e  on  a  10 m o n t h  y e a r  
s t a r t - u p  b a s i s :

P e r s o n a l  S e r v i c e s  9 4 . 2
T r a v e l  7.5

( s i n g l e  t i m e  t r a n s f e r  cost) 
C o n t r a c t u a l  1 0 . 0

( e x p a n d e d  o f f i c e  s p a c e  & 
c o m m u n i c a t i o n s )

C o m m o d i t i e s  - o n - g o i n g  4.0
C o m m o d i t i e s  - s i n g l e  t i m e  6 . 0
E q u i p m e n t  - s i n g l e  t i m e  3 7.5

T o t a l  $ T 3 9 T T



STATE OF ALASKA 
PRELIMINARY STATEMENT OF FISCAL IMPACT

Bill He: h b  214 Date on Bill: 2 - 2 1 - 8 3

•'tie: "An A c t  r e l a t i n e  to t h e  n u m b e r  or s u n e r i c r  c o u r t  j u d p e s ; . . . "

Sponsor: C a t o

Requestor: i\^s-up t ,,
0

I. Estimated fiscal impacts on: N o  f i s c a l  i m p a c t  is a n t i c i p a t e d .

a. Expenditures:
(Thousands of Dollars)

1 | FY 8 3  I FY 84  1 FY 8 5  I FY 86  i
ICaoital 1 1 1 1 1 I l I
lOceratino I I I  1 1 1 I I I
iTotal 1 I 1 o I o 1 o 1 0 1 1 1

b. Revenues:
jRevenue I | I | j j j |

2. Source of funds to offset fiscal impact of bill:

2. Assumptions:

4. Disclaimer
This statement has not been reviewed by the 0MB in the Office of the Governor. It then; 
foru does not represent the final estimate of fiscal impact.

C  C t  .
Prepared By: F r a n c i s  C. A l l a n  '-T- '   Phone: 269-3691

Division: AlasVa c r e T r r o n c r s________  , ..________________  Date: 2 - 2 4 - 8 3

Approved by Commpssioner: Lisl_____________  Date: 3 -/-<?;

Department: I'yoeoartment c f  P u b l i c_S a f e t y ________________ [______________

Di stribution:
Original to Legislative Finance 
Copy to 0MB
Copy to Sponsor
Copy to Requestor 2/15/83



L E T T E R  O F  I N T E N T  

F O R

■HOUSE B I L L  214

It is the i n t e n t  o f  t h e  H o u s e  C o m m i t t e e  on F i n a n c e  that the 

s u p e r i o r  c o u r t  j u d g e s h i p  in V a l d e z  s h a l l  n o t  be f i l l e d  u n t i l  the 

S u p r e m e  C o u r t  e l i m i n a t e s  t h e  V a l d e z  d i s t r i c r  c o u r t  j u d g e s h i p .

R e s p e c t f u l l y  S u b m i t t e d ,

" S T  A d a m s ,  C h a i r m a n  

H o u s e  F i n a n c e  C o m m i t t e e





CO M M ITTEE REPORT

SENATE

FURTHER

D a t e :

Mr. President:

The Committee on has had

under consideration and (a majority of the committee) (the committee) 
report? it back with the following recommendations:

[ ] do pass [ ] do not pass

[ ] do pass with attached amendinen ts ( s )
I ] same title

[ ] replace with CS for ________________   [ j new title

and recommends  ____________________________________________________

[ ] AND attaches a "Letter of Intent" | ] New Fiscal Note

[ ] reports it back without recommendation

[ ] referred to t h e _____________________________________________ Committee

MEMBERS SIGNING MEMBERS HAVING
DO PASS OTHER R E C O M M E N D A T I O N S :

CHAIRMAN



SENATOR
RO B E R T  H. Z I E G L E R .  SR .

307 B AW DEN  S T R E E T  
K ET C H IK A N . A L A S K A  B9801

While In Juneen 
POUCH V 

J U N E A U .  A LA SKA  9B81J

r i  u s  u v i u -f
JMaslta ^ i a i c  ^legislature

Senate

V IC E  CH A IRM AN  
S E N A T E  R E S O U R C E S  C O M M ITTEE

M EM D ER
S E N A T E  J U D IC IA R Y  C O M M ITTEE

W E S T E R N  STA TES  L E G IS L A T IV E  
FO R E S TR Y  TA S K  FO RC E

W E S T E R N  C O N F E R E N C E  C O U N C IL  
O F  STA TE  GO VERN M EN TS

May 5, 1983

Senator Bill Ray,
Chairman
Senate Judiciary Committee 
Alaska State Legislature 
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".

I'd recommend passage. 

Regards,

y L /  ^  • /  (
.L V f c

Robert H. Ziegler,'"Sr.



A S 1 1 . 4 6 . 4 9 0  D O C U M E N T =  1 O F  1 P A G E  = 1 O F  2
C H A P T E R  = 11.46 
S E C T I O N  = 1 1 . 4 6 . 4 9 0  
T I T L E  = 1 1  

H E A D I N G S  T I T L E  11.
C r i m i n a l  Law.
C H A P T E R  46.
O f f e n s e s  A g a i n s t  P r o p e r t y .
A R T I C L E  3.
A r s o n ,  C r i m i n a l  M i s c h i e f ,  a n d  R e l a t e d  O f f e n s e s .

C I T A T I O N  Sec. 11.46749717“-----------
C A T C H  LINE

D E F I N I T I O N S .
T E X T  AS u s e d  in secs. 400 - 490 of this c h a p t e r ,  u n l e s s  the c o n t e x t

r e q u i r e s  o t h e r w i s e ,
(1) "oil o r  g a s  p i p e l i n e  or s u p p o r t i n g  f a c i l i t i e s "  

m e a n s  r e a l  p r o p e r t y  o r  t a n g i b l e  p e r s o n a l  p r o p e r t y  u s e d  in the 
e x p l o r a t i o n  for, p r o d u c t i o n  o r  r e f i n i n g  of, or p i p e l i n e  
t r a n s p o r t a t i o n  of  oil, gas, or gas l i quids, e x c e p t  for 
p r o p e r t y  u s e d  s o l e l y  in the r e t a i l  d i s t r i b u t i o n  of o i l  o r  
gas;

(2) "ta m p e r "  m e a n s  to i n t e r f e r e  w i t h  s o m e t h i n g  
i m p r o p e r l y ,  m e d d l e  w i t h  it, o r  m a k e  u n w a r r a n t e d  a l t e r a t i o n s  
to its e x i s t i n g  c o n d i t i o n ;

(3) " u t i lity" m e a n s  an e n t e r p r i s e ,  w h e t h e r  p u b l i c l y  or 
p r i v a t e l y  o w n e d  or  o p e r a t e d ,  w h i c h  p r o v i d e s  gas, e l e c t r i c ,  
steam, w a t e r ,  sewer, or c o m m u n i c a t i o n s  se r v i c e ,  and any 
c o m m o n  carrier;

(4) " w i d e l y  d a n g e r o u s  m e a n s "  m e a n s  any
d i f f i c u l t - t o - c o n f i n e  s u b s t a n c e ,  force, or o t h e r  m e a n s  c a p a b l e  
o f  c a u s i n g  w i d e s p r e a d  dama g e ,  i n c l u d i n g  fire, e x p l o s i o n ,  
a v a l a n c h e ,  p o i son, r a d i o a c t i v e  m a t e r i a l ,  b a c t e r i a ,  c o l l a p s e  
o f  a b u i l d i n g ,  or  flood.

H I S T O R Y  (Sec. 4 ch 166 S L A  1976)



STATEMENT 3Y 

ARTHUR HULL HAYES, JR., M.O.

COMMISSIONER 

FOOD AND DRUG ADMINISTRATION 

PUBLIC HEALTH SERVICE 

DEPARTMENT CF HEALTH AND HUMAN SERVICES

BEFORE THE

EUSi~
Fcoa ana Crug AcmmLr 
Rcckviila MQ. 2C 357

SUBCOMMITTEE ON HEALTH AND THE ENVIRONMEN 

COMMITTEE GN ENERGY AND COMMERCE 

HOUSE CF REPRESENTATIVES

OCTOBER 15, 1S32

FOR RELEASE CH..Y UPON DELIVERY



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, I 

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
i

Seotamcer 30.
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FIELD ACTIONS

During the next four days, over a million 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 i m m e d i a t e l y  

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 its 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 o n l y  

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 r-=EJzr,eii  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 Rcc!<,

Texas in January, March, and April 19S2.

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

capsules that were analyzed.

—  FDA laboratory testing of capsules containing cyanide revealed 

that the gelatin capsule begins to deteriorate 6 to 7 days after

being in contact with the cyanide, and samoles of capsules

collected and analyzed b y  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 first reported* my colleagues and I 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, I utilized our existing emergency 

procedures for headquarters personnel and 2A-hour coverage was pro1,idea 

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, I 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. I met 

with the Committee on Cctaber 5 to e.xDl are measures to imorove product 

packaging in order to discourage tamoering.

Further, a special Exoert Technical Committee was aocointed to 

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



Cctcber 7 and 11'and reviewed techno1eg;ies available to ‘deal with this

problem* and a number of packaging types were Identified 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 o f 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 //

1 /#
proposals to require seme form of tamper-resistant packaging, m e s e  

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 

Cctcber 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



should also be emphasized that a tamner-orcof package is not tossible. 

H o o v e r ,  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/' i TONAL CCMMUNICATICMS

We also undertook to disseminata information to the international

-  3 -

ccmmuni ty.



Cn Friday, Cctcber 1; tne text of Dr. Nov itch'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 

■with 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.



«

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 .'■V. Chairman. This concludes my prepared testimony. I 

will be happy to answer any questions you may have.

-  10 -
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DEPARTMENT OF HEALTH AND V 
HUMAN SERV ICES
~ zcd and Drug Adm in istrat ion
21 CFR Fa rts  211. 31 J. 3r d  700
Dacxet No. S:N-0330]

Tamcer-Res is tan t Packag ing 
Rccu ircm en ts  f o r  Carta in  Cver-the* 
Counte r Human Orug and Cosmet ic  
P roduc ts
a g e n c y :  Food and Drug Administrat ion . 
a c t i o n :  Final ru le .

s u m m a ry : The Food and Drug 
Administration |FDA ] is establishing 
requirements tor tamper-resistant 
packaging fo r a l l  over-the-counter (OTC ) 
human drug products, except 
dermatologies, dentifrices, and insulin, 
and for cosmetic liquid o ra l hygiene 
products and vaginal products. These 
regulations wiil a lso  require a statement 
cn :r.e labeiinc c f  such products to a lert 
consumers to the specific tamper- 
resistant feature c f  the package. This 
....Her, is taken .o assure package 
integrity and product security in light o f  
the recent cases o f  malicious 
adulteration o f  OTC  drug products that 
resulted in seven deaths in tho Chicago 
area and other cases in seve ra l 
geographic arena nationwide, 
d a t e s :  Packaging requirements are 
in itia l ly effective Feb rua ry  7. 1W13 fo r nil 
OTC  drug products subject to tills ruin 
(cxccut o ra l and vagina l tablets and 
v.tRinnl and rectal suppositories ) and for 
cosmetic liquid o ra l hygiene products 
and liquid vaginal products packaged on 
or a fte r that date. Labeling requirements 
fo r a l l products and packaging 
requirements fo r o ra l and vaginal 
tablets and vaginal ind rectal 
suppos1 lo r ies are effective on Mav 5. 
mail. Products packaged prior to May 3. 
J9Q3 mul he ld for sale at tho retail leve l 
mart be in compliance with the tamper* 
resistant packaging requirement, but not 
•he distinctive indicator o r  barr ie r io 
an try or labeling requirements o f  ‘ lie 
regulations by February 0 . 1PIU.
Comm on Is by December ii. Fo r
further detai ls see the effective dates 
in fem a t io n  l lowmg the text o f  Ihe 
regulations.
Aoonnss : Written comments to the 
Dockets Management Branch (I !FA—
.’Oil. Food and Drue Administration. Km. 
t—<>'.!. ,’>1100 Fishers Lane. XocKvdle . M l )  
201157.
- o n  FURTHER INFORMATION CONTACT:
For drugs: Eileen K . ! lo d k in s o n . ,Nation.. i 

Center for Drugs and Biologies ( l i F N -  
ri. Food ami Drug Administration.

5630 Fishers Lane. Rockvi l le . M D
20337. HOI—A43-6490.

For cosmetics: Heinz (. Eicrmann.
Eureau o f Foods jHFF-4401 . Food and
Drug Administration. 200 C St. F.W..
Washington . DC 20201. 202 -2S3-12 -0 . 

SUPPLEMENTARY INFORMATION! FDA  is 
ssmng fina l regulufions to reouire 
tamper-resistant packaging fo r cc r :a in_  
over-the-counter (OTC l drug ^na 
cosmetic products. OTC  drug prc cucts 
subioct to those regulations in duce  all 
O TC  drug products except 
dermatologies (i.e.. products applied to 
the skin), dentifrices, and insulin. The 
OTC  drug products that are covered by 
these regulations include o ra l fexcent 
dentifrices), nasal, otic, ophthalmic, 
rectal, sad  vaginal drug products. 
Cosmetic products covered by these 
regulations are liquids that a re  used 
o ra i lv . such as mouthwashes, gargles, 
breath fresheners, etc., and vaginal 
cosmetic products. The agency is 
rccu:r :r .g that the packaging oi these 
products be capable o f  providing 
consumers with visib le evidence ui 
package tampering. In response to seven 
recent deaths linked to Extra-Sirencth 
7y.er.oi capsules found !o I c  
contaminated with cyanide and to o ther 
recent tampering incidents nationwide, 
this action is being taken to provide 
safeguards against die future occurrence 
o f  such incidents, Further, the agency is 
requir ing a labeling statement on tne 
container to a lert the consumer to the 
spec:l ie tamper-resistant feature. In 
addition, ophthalmic device adjuncts 
such as contact lens solutions and 
lubricants a re covered by a 
final regulation published olranvnere *n 
this issue o f  ihe Federa l Register.
L Background
7?.e Chicago Poiuanir.as

C n  September 30. I!)fl2. FDA was 
ad vised dia l severa l persons living in 
the Chicago metropolitan area had died 
from cyanide poisoning a fte r taking 
Kxtra-Flrenqth Ty leno l capsules. 
Capsu les taken from bottles o f  Extra* 
Strength Ty leno l in the possession o f  the 
victims were cliotnicaily ana lyzed  by 
loca l authorities, and sonic o f  the 
capsules in these bodies were found to 
contain lethal amounts o f  potassium 
cyar.ioe. By October 1 , severa l more 
Chicago area residents had died from 
cyanide poisoning a lte r ingesting 
Ty leno l Extra-Strength capsules, 
bringing the total oi deaths lo seven.

C n  September 30. government 
uu thoM its  and die ntnmifactuii'r o f 
Ty leno l . McNeil Consumer Products.
Fort Washington, FA. began an 
investigation io determine tin* manner m 
a inch he capsules had iiecoinu

3 contaminated with cyanide. The 
capsuies invo lved in the seven deatr.s 
were manufactured in two plants, one in 
Pennsy lvan ia  cr. one in Texas. F D A ’ 
investigators immediately inspected 
both ftan ts . Eased cn the piant 
i . tszecticrs . PDA  concluded that the 
contamination had r o t  occurred at 
either plant, but rather was the result c f 
’.r .mpcriog afte r the capsuies haa been 
shipped -o distribution nomis ; nd. most 
!.kc iv. afte r ir.ey had reached the retail 
shelves. Funne r  evidence to support t.r.s 
position is described below.

The pattern o f  contamination revea led 
during subsequent events was 
inconsistent with the theory thnt the 
cyanide had been introduced either at 
Ihe source o f  manufacture o r at 
intermediate points in the chain o f  
distribution. The capsules in v o lv e ;  in 
the Chicago deaths were manufactured 
at three different Mrr.es awd in two 
wideiy separate i-plar.ts. yet they were 
apparen . lv  purchased within a short 
period o f  time :n or.e geographic area. 
FDA  and otner agencies have tested 1.7 
mil l ion Ty leno l capsules and 
investigated about 270 incidents in 
which death or i l lness was thought 
possiblv lo r e  connected with the use ci 
T j  lorjot. To (Mite, no Tylenoi i.r-nsuies 
outside :he Chicago area have b red  
four.d oi contain cv.mide. and there has 
been no o ine r confirmed case in wr.ich 
cyanide ooisonmg was linked io the 
ingnsiion o i  Tv le n d .  That the rc ison ir .g 
deaths occurred :n on lv  or.e location 
during a brie f space o f  time, although 
‘.ho cnnsulcs were made in two d a c e s  at 
different times, makes it e.xtrcmeiv 
un like ly hat the cyan ide contam ination 
occurred be fore Ihe capsules a rr ived in 
the Chicago area.

In addition, certain other facts 
l l rn n s tv  support mo position thnt the 
tampering occurred a l te r  the capsules 
hud been shipped to distribution points 
and, most l ike ly , niter they reached the 
retail she lves . One o f  the bottles 
associated with a death held both Extra - 
Slrongth and Regu la r Strength capsules : 
on ly  fi le Extra-Strength capsules 
conta ined cyanide. Sutne o f  the 
contaminated capsules showed vis ib le 
signs o f  tampering. FDA labo ra to ry  
leciing o f  capsules containing cyan ide  
reveaiuo thai the gelatin capsule begins 
to deteriorate tl to 7 days a fte r first 
exposure !o cyanide: samples o f  
capsules collected and ana ly zed  by FDA 
from a drug store in Schaumburg, i L  and 
Irom victims bottles revea led die 
beginning stages o f  such deterio ra tion .

Although cunctusive evidence o f the 
exact circumstances o f  the tampering 
ilues r.oi exist, it is be lieved that one or 
mure persons obtained the Extra*
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Strength Ty leno l capsules, contaminated 
them with cyanide, inserted Ihese 
capsules in to the bottles, returned them 
to the boxes m which ‘ h e ;  e re sold, arid 
surreptit ious ly placed the boxes on the 
shelves o f  the stores from which the 
victims trorehased them. These Exira- 
Streirgtk T y len o l capsu ira  were 
packaged in piastic snap-top bottles, 
wivh cotton wadding inserted into the 
neci, o f  tne bottle. The bottles were 
nlace-J inside indiv idual cardboard 
carto ns. A linough packaged in _ 
comp.'.ance w v it  current FDA 
requirements, ne ither the bottles nor the 
cartons were sea led o r  otherwise 
fabricated to ensure that access to the 
product required the destruction or 
v is ib le d istu rbance o f  the package.
Response to the C h i cap o  deaths

The tragic events in Chicago elicited 
response 011 seve ra l leve ls . Authorities 
in I l l ino is , a ided by  Federa l Government 
agencies. launched an intensive 
investigation to identify the person or 
persons who contaminated Ihe Tv ieno l.  
Municipa l authorities in trie Chicago 
area look  immediate steps to protect 
their citizens against fu r the r poisonings 
by cautioning aeamst Ihe use o f  Ty leno l 
capsules and. in tne city o f Chicago, 
banning the sale and use o f  a l l T y leno l 
products. FDA conducted a nationwide 
campaign to sample and ana ivzc  
Ty icno l capsules and  other Ty leno l 
products susceptib le lo contamination, 
and warned use ins' the use o f  Extra- 
Strength nnd Regu la r Strength T j  ienol 
capouies, McNeil w ithdrew Extra- 
Strength. and then Regu la r Strengtn. 
T y leno l conso les from sale and warned 
against the use o f  a l l Tv ieno l capsules. 
S ta le  and loca l jurisdictions throughout 
the country Inuk a var ie ty  o l 
p recautionary measures. Po lice ■ nd 
regulatory authorit ies investig- led 
dozens o f  reports o f  possib le ■ elated 
Incidents. Po ison contro l centers around 
the country responded to quca ion s  from 
concerned consumers.

in addition to these actions aimed at 
the immediate prob lem , tovu iu i 
jurisdictions are considering enacting 
laws to improve the security o f  chug 
product packaging to deter tampering o r 
a lert the consumer to Its occurrence. 
Cook County. IL. approved an  ord inance 
on Octobe r 4. 1MU2. requiring a l l OTC  
drugs tc he so ld on ly  in sea led 
containers. Or. Octobe r 0. tne citv o f  
Chicago submitted a s im i la r ord inance 
lo  the c i ly  council.

On the national level. Secre tary  of.
I iealth and I (union Services Richard 
Sc lnvi'iker requested FDA to begin 
drafting a regulation to require um pe r -  
resis iam packaging fo r  O T C  drugs. 
Severa l Members o f Congress sta led
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their intention to in troduce appropria te 
legis lation, and on Octobe r 15. the 
House Subcommittee on Hea l ih  and the 
Env ironment conducted a hearing lo 
exp lo re  the ps .icagine secuntv  issue.

At the requrst c f FDA . the Prop r ie ta ry  
Associat ion , c national trade 
association representing manufacturers 
o f  OTC  drugs, announced the fo rmation 
o f  a Joint Committee cn Product Security 
lo  exp lo re  ways  o f reducing the risk o f  
malicious tampering with O TC  drugs. A  
special Expert Technica l Committee o f  
industry experts, estab lished to deve lop  
specific recommendations tor tamper- 
res is tant packaging, met u i Washington , 
DC , and reported its conc lusions on 
Octobe r 1 4 . 1D&2. to the B oa rd  o f  
Directors o f  the P ropr ie ta ry  A ssoc ia t ion 
in New York , O n  Octobe r 20, the Boa rd  
fo rm a l ly  transmitted recommendations 
fo r  action to FDA-
Other Poisonings.

Since Ihe Ty leno l poisonings, seve ra l 
cases o f  serious in ju ries have been 
reported result ing from the use o f  
products that have been tampered with. 
These incidents, a lthough not me initia l 
impetus fo r  tnese regulations, farther 
demonstrate Ihe need fo r  their prompt 
inipiemeniation.
N eed h r  Federal Regulation To Improve 
OTC Packaging Security

The poisnmng fa tab ties make  pla in 
the gravity  o f  tne risk to which ins 
nation's populat ion is exposed from 
malic ious tampering with drug products 
so ld Qvcr-tKe-ooiinicr to the consumer. 
The T y leno l incident occurred in the 
Chicago area, but is was fo l low ed  hv 
others e lsewhere in the country. N o r  is 
the potentia l fo r such tampering 
confined to one manufacturer's 
products. Incidents o f  O TC  drug product 
tumncriie,- invo lv ing products oii ie r Mian 
Tv ieno l have occurred in recent weeks. 
The combined incidents demonstrate 
that the need fo r adequate product 
security is na t iona l in scope and 
requires an industryw ide response.

FDA  is the agency designated by 
Congress to assure Ihe safety o f  dtugs 
marketed in the United Slates . It is, 
therefore , appropria te fo r FDA , in 
acco rd ano  itii Secre tary  Schwe iker ’ s 
request, to deve lop and issue regulations 
to raecl the prob lem o f  OTC  product 
tempering on a nationa l basis. A Federa l 
requirement will not on ly  help lo  p ro le r t  
the entire population, it wii! a lso  obviate 
the need for State and loca l law s aimed 
at accomplishing the same objective lo r  
sm a l le r  unmoors rtf people. O TC  drugs 
a re an important component o f  iiie 
nation's health care system. Conflicting 
packaging security requirements 
imposed at ihe loca l leve l wou ld create
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a strong like l ihood that c ist r ibc rkm  o f  
OTC  drees rnigut be disrupted, thus 
limiting the ava i lab le  scpp iy  o f  OTC 
drugs. In addition, unnecessary costs 
might be imposed cn purchasers c f  OTC 
drugs us a resu lt c f  the efforts by 
manufacturers and distributors to meet 
d iffer ing standards.

An  FDA tamper-resistant packaging 
regulation applicable um'fermiy to ell 
manufacturers o i OTC c r a r  products in 
a l l geographic markets w i l l  p rovide the 
public health protection the country 
needs and deserves, w ithout unduly 
burdening the national system c: crag 
distribution and without raising health 
costs more than necessary lo achieve 
the intended result.

FD A  is a lso responsib le fo r  assuring 
the sa fe ty  o f cosmetic products. Most 
cosmetic products are applied topical ly 
to the skin. Such topicci products ao  no*, 
pose the same heaith threat i f  tampered 
with as do products that a rc  in nested, 
inserted, inhaled, or intended fo r 
ophthalmic use, Far this reason, neither 
de rma lo lco ic  OTC  drugs, no r  top ica l ly  
applied cosmetics, are suaiect to tne 
regulations issued in this document.

Because some cosmetic ; sucn its 
liquid cosme'.ic mouimvashes a re  used 
w ithin the o ra l cavity, they ccme n  
contact with sensitive mucous 
membranes and smail But signif icant 
amounts are usnaiiy mcMteo . The 
agency believes, thcretore. that tnese 
products present the same high degree 
o f  Milk from tampering that is presented 
bv the drugs covered by tms tir.a: ra.c. 
The aeency is aware  o f  a recun: mcicer.: 
in whicn a cosmetic moutnwash was 
contaminated with acin by a  person 
who t jm no red  with the product before 
retail sale. Accord ing ly. FDA  is 
requiring that liquid cosmetics used 
o ra l ly  be marketed in lamper-resm-iar.: 
packaging meeting the criteria c : tms 
fina l rule .

Vaginal drag nnd cosmetic products, 
most o f which are liquid in fo rm , are 
a lso  highly susceptible to tampering and 
are capab le  o f  causing serious in ju ry  if 
tampered with. Thus, these p rnonc i5 are 
u lso included in this f ina l ruJe.

M any  OTC  drug and cosmetic 
products are a lready  packaged tn 
tamper-resistant containers that are 
sca led so that the contents cannot be 
used without obvious destruction o f  the 
packaging seal. (FDA notes, howeve r , 
thnt such packaging, without an 
accompanying labe l statement, m ay r .u i  
be comple te ly  effective, as e v iaenc ta  i,v 
severa l recent incidents invo lv ing 
ophtha lm ic products . ) The  agencv 
recognizes that a lthough the tecnr.o logv 
is current ly  ava i iab ie  to make al! 
packaging i. f the products mentioned
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tebcve iamcer-resistant, it M i l  i.ika 
r.e.—.. .acturers some time io adapt the 
- '. .-cie;y :o ihc-ir pa rkcu te r 7roe.acts. 
7-3 ags.-.ny concludes. however. that 
; .a.-. racxacir .g is in the interest 0; .he 
. c health ana  shoe ia  be re-auueu .-.3

t  -s passib le . This .'ii-ci rum wiil 
3 -. .a iir.bie to consumers mere 

•3C‘j : 3:> cxd tagea  C T C  drag and 
rrsmc iic  products. whiie E iiow irg  
msrutacJtirsrs *.-.sd packers t lesi i V ■

>:i r 3 Tito -icccur.t ;i ;e avniicLe:**.
.h-3 .*.e;3ss?.ry packaging m a t e r i a l  ana  
machinery for manufacturers to use. end 
.ha time needed to set into oiace ur.v 
•new recuirements. The agency 
encourages drug and cosmetic 
manufacturers :o make the necessary 
packaging end labeling changes. if 
sossibie. be fore the e ffective dates 
■mposed by this fina l ru le  and it 
'■.micreates hat a la rge segment c f  the 
r.dustry w i l l compiv fu l ly  be fo re  the 
various e le c t iv e  dntc-s d iscussed la ter in 
hi s document.
II. Concept o f  Tamper-Resis iance

The Propr ie tary  Asscr . ia t ion /FDA 
Z ipert Technicai Committee r.n Tamper- 
Tss-stant Packaging met on C c iobe r  7 
-..-.c j : i  n consider measures that w ou ld  
insure ccniai.-.er integrity and make 
•'i.moermg evident i f  it occurred. On 
Octobe r ’.4 . the Committee's conclusions 
were considered by the Doarcl o f  
T ra c to rs  o f  the P roprie tary Association. 
Zr, me same day. the Hoard 
recom.T.er.dea that FDA adoDt a 
regulation roouiring OTC  drug 
m-.c.-.ucing to meet a tamcer-rr-sis lance 
tr-r.ormanco standard. The s tandard 
•.oc d require OTC drug packages '.0 

i  « an indicator o r  barr ie r to em rv  that 
•'•vuvid provide the consumer wiih visib le 
r . iu en c a  that Ihe package had been 
tampered with o r opened. The 
Proprie tary Associat ion a lso  
recommended that packages bear a 
hue !  statement describing mu tamper- 
•esister.t mechunium.

Based on die in fo rmation deve loped 
. /  the Expert Technica l Committee, on 
he Proprie tary  Association's 
recommendation. and on me agency's 
o wn knowledge and experience, FDA 
has concluded that adequate pudiic 
health proieci lun against malicious 
tempering wil l be p rov ided by the use o f  
'. .mour-resistanl packaging ineeiing the 
r  term discussed be low .

The agency defines a tamper-resistant 
v.ckaqe is o'ie having art ind icato r or 
e r r o r  '0 entry which, i f  breached or 
.11-.sing, can reasonab ly  be expected to 
ravida .".sibie evidence io consumers 
\ u  ameering has occurred. T.tmper- 

•‘osistant packaging may invo lve 
•■ameiii.ite-nontainnr/closure systems o r 
•• .auHiary-conlainer/carton systems or

;r.v combtnEiisn i h c r t - c f r a  
■rrcv r.s \ v isualfnuica> .-. . :

• •■vhen banu ’ r-c 1  * -- .--a -  - . •
r i e r . r .^ a u r t r . c n a f . c  c'. .a. 
u t s i r . j u t i o T .a n d ? . _• : : . iv .  .
i s - s :  .na ioadon :s a  0 -.■

.:-.t  r im e d  r y  app rc r r ia .s  
. lustrations o r precaution**.' stars m.enis 
c c= ic : :b e  :>.e s&ieguarc.r.g .r.pr.'cuism 
.u no consumer. To reduce no

-s .m ii iv  mat the ser.ur. v vlu:*.... .- *t 
-ur. re •“ stored afte r tempering, ra  
.-.c.-.?.:v s aiso rc au i rn e  'hai s: thc r n,> 
lar.- .perrasisinnt feature ce ces'oned 
from  materia ls that are genera l ly  -ct 
reau i iy  ava i lab le  ’ e.g.. an aeroso l 

'sys tem ) o r  that barrie rs made from 
rend'iy obta inab le  materia l (e g.. pla in 
tape, paper seals , c lea r p lastic) carry a 
distinctive design o r tcqo.

The agency stresses that tamper-. . - .W  
cacsagmg is not possible . AUhouen ..-.e 
rac iurements : n this final ru le wni 
r s u jc o  tip potentia l fo r inmpei :r>3. :hcv 
ran  not e liminate it. Neither .he .vc.-.cv 
nor v .anufac iurers can .guarantee 
protection against malicious lamcc-mg 
but cun cr.iy make (amccring more 
•jiff icuit a y  making product phckaumg 

•m o re  resistant to tampering, .-'or tms 
reason , ihe agency w ii l consider a.iv 
‘u' lbedn" statement suggesting that the 
package :s tr.mper-prcot, as ccntruMPd 
•vi.h amctT-resistarit. to be fa lse and 
nasivacing. Consumers must act lo 
p r o . sc: rhemseives from in jury by 
•n rrect inq he condition o f  tne packages 
i.hav buy. the tab lets and caosu les ;'u*v 
'axe, and tne iiquids they drink.

Thu s tandards fo r tamper-ros-s iam 
pi-.cia'.gir.g established by 'his final ru le 
nu l l a :!cw manufacturers f lex ib i l i ty  in 
detarmin.pq which packaging system •0 
•;se. Seva ra i packaging options are 
.u-Ji labio :o provide increased 
assurance c f  taiuper-rcsirti ince fo r a 
la-'ge .lumber o f  pro nets. A lternative 
systems hat provide ccrr.parabie 
margins o i  assurance wii l dso bu 
acceptable under this final rule because 
tho agency rea lizes dia l the sta le  o f  <he 
art o f  ‘ his technology is evo lv ing . FDA 
aensioe rs the packaging systems listed 
be low , which are current ly  ava i lab le . lo 
be examp les  o f  those capab le  o f  meeting 
he f.umper-resisiant requirement r.i »ht3 

fina l rule, it is not the agency's intent to 
prec lude technologica l innovation that 
may introduce tota l ly  different systems 
fo r providing protection to the consumer 
.'.gainst tampered products.

1 . r i ’.ni wrappers. A transparent fi lm 
wit.n distinctive design is wrapped 
secure ly a rouao  a product o r product 
container, l'he fi lm must lie cut o r  torn 
•o open the container and remove ihe 
product.

! .---------~:o ' cict.s. Dosace units
- n e e  * ra ; e s  cr tablets I are 

r _.i Hu.- .v m c lea r plastic o r
. ' - .a  .• .' .iv.'u.d uamoartT : T.ait 
' -1 -r T-'Ker. to obtain tu-a -**r.a.:m 
. . jV g  pr0C1 ,-r.a

:  • • '. re ranted In c lcst i"  " ii 
r  c r  on <s d i i c a v c i  

oc *.'.13. cm  c r .rck-a* a ’ .•r"o - 
-S' r .-cc.at.
-. .• - ”n x ; -c;‘ ' •? .- ■ i ■ • •

.vc • rcs i ’s -v i i*. ':::-5ir.c::v» ita* . -  -  
•’ rur < hi-.;t .--r I r y ' -g  to se... .«•
.Tun „-e c.ip and coircvme:. . -t-u 

ru s t  be cut o r  torn to coen the ran t tn- r 
.•.ad remove 'he r roduct .

3. Fj.I. paper, cr plastic cow res. Th.» 
product is enclosed in an sndiv dudl 
poacn 'hat must be torn or broken to 
ahtp.in ihe product.

:5. Z c t 't !  i ea.'s. Paper or fo i l  with a 
•a:s ::no:.v3 aestan is sea led to the mourn 
g f a : c -.ta.nor under the cap. The se.. l 
m.usi or; .cm c r broken to cpr-n the 
coma nt r and remove .he product.

7. ~..t;e seals. Paper o r  fo i l with a 
d sii . icnve design is sea led ove r ail 
r a r lc n  F.aps o r  a ood le  cap. The seal 
.-.■.cat he tern o r  b roken :o open the 
ccn.ai.-.er and remove the product.

•3. 3 re c .\cb le  caps. The conta iner ia 
•et. leu by a p lasnc or meia l can that 
either oreaKs aw ay  comple te ly  when 
-amoved from the conta iner o r  leaves 
p..rt o f  .he cap attached to the container. 
Thu sap must be orcken to ooen the 
c r in .a n e r  and remove me product,

.1. Sttuicu tabes. The mourn o f  a tube >s 
sanlen and the seal must be punctured 
o cutctn me product.

10, S ca led  carton , A l l t laos 01 a carton 
■are secure ly sea led and the carton must 
be v is ib ly  damaged when opened to 
•amove -.ne prouuct.

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

The agency urges manu factu re rs and 
packagers, in designing the tamper- 
resistant packages, to take into 
consideration that such packaging 
should nut be so diff icu lt to open that 
3rthri*.:c3 .and others m anua l ly  impaired 
cannot open them.
!!!. Provisions o f  tho Ru le
•{ppitcabiiity

FDA  is revising its regulations to 
rstabiish requirements fo r  tamper- 
resistant cackagmg for a l l  GTC  drug 
v ed u e .s ,  except dermato logies , 
denntrices, and insulin , ana  fo r cosmetic 
liquid o ra l hygiene products and vagina l 
products. FDA's current good 
manul'.'icttirirg practice |CGNIP) 
regaiii iions |21 CFR Part 211) are 
iiuentted to provide assu rance that drug
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product quality does not fa l l  be low  that 
which is feasib le and ava i lab le  under 
contemporary technology. FDA's 
cosmetic regulations describe 
circumstances under which cosmetics 
are adulterated o r  m isbranded, o r  both.

In addition to estab lishing a tai oer- 
resistant packaging requirement, tne 
f ina l rule a lso  imposes a requirement 
that the package labe l o f  the products 
subject to this fina l ru le  a lert the 
consumer to the existence o f  the specific 
tamper-resistant mechanism. This 
requirement is needed to assure that the 
tamper-resistant packaging mechanism 
achieves its intended purpose. Fa i lu re  to 
comply with e i th r r  requirement w i l l  
resu lt in the aff ' .cted product's being 
considered adu lterated under section 
501 (a | |2 ) [B ) , (b), o r  (c), o r  601 (a ) and (c) 
o f  the Federa l Food . Drug, and Cosmetic 
Act (the act) (21 U .S .C. 351 (a ) (2)(B). (b). 
o r  (c). o r  301 (a ) and (c)). Fa ilu re  to 
comply with Ihe iabeiing requirement o r 
the addition o f  labeling suggesting that 
the packaeing is ‘ . e r-p roo f w i l l resu lt
in the product's ng considered 
m isbranded under section 201(n), 502 (a) 
o r  (c), 602 (a ) o r  (c) o f  the act (21 U.S .C. 
321 (n). 332 (a ) o r (c). 362 (a ) o r (c)). 
Products that are imported into the 
United States w i l l  be required to meet 
these requirements as well .

This fina l rule applies to a l l 
nonprescription drug products (other 
than dermatologies, dentifrices, and 
insulin), and lo  cosmetic liquid ora l 
hygiene products and vagina l products. 
Dermato log ica l OTC  drug products (i.e.. 
those applied to the skin) , dentifrices, 
and insulin, and cosmetic products other 
than liquid ora l hygiene products nnd 
vagina l products a re not covered by  this 
fina l rule at this time because o f  the 
low e r probab il i ty  o f  tampering o r  the 
less severe consequences from 
tampering with these products than with 
those products that a re ingested, 
inserted, inhaled, o r intended for . 
ophthalmic use.

This final ru le requires manu facture rs 
and packers o f  products subject to this 
rule to package their products fo r  retail 
sa le in tamper-resistant packages, The 
agency contends that manufacturers and 
packers can comply with those 
regulations through the use o f  current ly  
ava i lab le  packaging technology, which 
has been shown lo  be both feas ib le  nnd 
va luab le  in assuring product quali ty .

The agency conc ludes that by 
specifying a result to tie achieved rather 
than specific kinds o f  packaging systems 
fo r part icu la r products, it is providing 
manufacturers f lex ib i l i ty  lo  determine 
fo r  themselves Ihe most cosi-e ffective 
packaeing system that produces a 
tnmpcr-resistani package fo r their 
products. Manu lactu re rs  and packers

are. o f  course, free to adop t a packaging 
technology not listed in this fina l ruie if 
that technology produces a tamper- 
resistant package. Converse ly , use o f  
one o f  the identiiied technologies docs 
not. by itself, constitute compliance with 
the requirement fo r  the use o f  a tamper- 
resistant packaging system if the 
application o f  the technology in a 
part icu la r case does not meet the 
standard  established in this f ina l ruie 
(e.g.. i f  the system is inappropria te  to the 
product o r is fau lty  in design).

In add it ion to requiring la rnpe r- 
resistant packaging, this fina l .rule a lso  
requires the labe l ing o f  the affected 
products to conta in a statement 
describing the tamper-resistant feature 
o f  the package and advising consumers 
that, if  the feature is breached o r 
missing when the product is purchased, 
tampering may  have occurred. T amper-  
resistant packaging with an approp ria te  
label ing statement w i l l  be more like ly  to 
protect consumers because the 
consumer w i l l  be in a better position to 
detect tampering when he o r  she has 
know ledge that a tamper-rcsis lnnt 
fea ture  has been incorpora ted im o  die 
package design. Fo r  example , 
ophtha lm ic products, including both 
drugs and contact lens so lutions 
(regulated us devices), a re now  required 
to be sea led so that Live contents cannot 
be used without destroy ing the sea l (21 
CFR 260.50), but a labe l ing statement 
draw ing the consumer's attention to the 
sea l is not required. The agency is 
aware  o f  incidents in which products 
subject to that requirement m ay  have 
been ma lic ious ly  adu lte rated , with 
subsequent in ju ry to consumers. A  labe l 
statement describing the purpose o f  the 
sea l and cautioning against purchase if  
the sea l were broken o r  missing is now 
required by this fina l ru le  fo r  ophtha lm ic 
OTC  drug products. In a separate 
document published e lsewhere in this 
issue o f  the Federa l Register, the agency 
is establishing a requirement fo r  a 
statement in the labeling o f  contact lens 
so lutions to a le rt  consumers to the 
Inmper-res ls tant features o f  the package.

A lthough this fina l ru le applies to 
many  O TC  drug products and cosmetics, 
the agency recognizes that existing 
packaging o r  marketing practices fo r 
sonic products o r  c lasses o f  products 
may prov ide adequate protection fo r 
consumers, but not meet the specific 
requirements o f  the regulations. Thus. 
FDA  a lso  is estab lishing in ihe 
regulations a p rocedure fo r  
manu lac ture rs  and packers to obtain 
exemptions from  the tamper-resistant 
packaging requirement, the label ing 
requirement, o r  both. Aithoiteli an 
exemption may  be sought through the 
cit izen petit ion procedures in § 10.30 (21

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

Because o f  the imoortar.ee o f  the 
pub lic hea lth concerns addressed t y 
these regulations, the aeency has 
estab lished an ea r ly  effective date r 
them. The effective date p rovis ions are 
described more fu l ly  below. Some 
manufacturers m ay  have diff icu lty in 
meeting the eariy effective da le  o f  the 
regulations. The equipment needed lo 
implement tamper-resistant packaging is 
o ften built on o ra e r  ana therefore may 
no t be read i ly  obtained in a short period 
o f  time. M oreove r , these regulations w i l l  
create add it iona l demand fo r  packaging 
equipment nnd. therefore, the supply o f 
certain equipment may  not be adequate 
fo r  many  months. I f  manufacturers 
cannot obtain necessary eouipment in 
time to comp ly  with the effective date 
p rovis ions, it may be necessary to stay 
the effective date fo r  parncu ia r products 
to avo id disruption o i the market fo r 
these products. Stays under tne citizen 
petit ion procedures in § 10.30 may be 
requested lo r  any aspect o f  tne 
regulations, including those relating to 
the labe l statement and the use o f  a 
distinctive b am e *  to entry.

The agency wii l accept petitions fc r 
s tays o f  the effective date, but on ly  if 
manu facture rs and packers adequateiv 
demonstrate  that they have taken nil 
rea sonab le  steps to app ly tamoer- 
res is 'am  packaging technology to their 
products, but cannot comply by the 
e ffective date o r cannot get new b o d in g  
printed by the effective date. The 
showing must include a description o f  
the tamper-resistant packaging 
techno logy the petitioner p ropvses to 
use: a description o f  the faci li t ies and 
equipment needed to apply tuat 
technology; a timetable identify ing the 
date when the technology w as  chosen, 
the date when the facil ities and 
equipment w i l l be ava i lab le  fo r  apply ing 
the technology to the product, and the 
date by which the product w i l l  be in 
compliance with the regulations. A 
lengthy stay wil l not be granted if the 
petit ioner has selected a techno logy that 
w i l l  require u substantia l period o f  time 
to obta in nnd app ly  and the pe t it ione r 
could , without undue expense, 
adequate ly  comp ly  with the regu lation 
by using anothe r technology.

T o  assist the agency in handling nnv 
petition fo r n stay o f  the effective date 
o r  fo r  an exemption fo r a covered 
product, it is requested that the 
submission be c lea r ly  identified on the 
enve lope as e ither a "Request fo r 
Exemption from Tamper-Resis tant Ru le "  
o r  "Request fo r S tay  o f  Tamper- 
Resistant Ru le ."  I f  a firm submits both a
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stay and an exemption fo r the same 
product, it is requested that each 
petition be submitted separa te ly  in its 
own enve lope c lea r ly  marked as set 
forth above. Further, if a firm submits 
comments on the fina l ruie. they should 
be submitted separa te ly  to the agency 
and not combined with either a request 
fo r a stay or request fo r  an exemption.

Effective date. The regulations 
become effective in three steps. The 
requirement that a tamper-resistant 
package be used is effective February 7, 
1983 fo r  OTC  drug products and 
cosmetics that are the most vu lnerab le  
to tampering. The OTC  drug products 
subject to this e ffective date are: ora l, 
vaginal, and rectal drugs (other than .  
tablets and suppositories), otic drugs, 
nasa l drugs, ophthalmic drugs. A la ter 
effective date o f  M ay  5 .1903  is provided 
fo r o ra l and vagina l tablets and vaginal 
and rectal suppositories. The tablet and 
suppository dosage forms are 
considered less susceptib le to tampering 
because known methods o f  tampering 
are more diff icult to app ly  to tablets and 
suppositories without creating visib le 
evidence that tampering has occurred. 
For nil products, the labe l statement 
requirement and the requirement that 
the barrie r to entry be distinctive are 
e ffective May 5.1903.

There is a third effective date. 1 yea r 
from the initial e ffective da le , February 
3 .1984 . by which time a l l stocks held for 
sale (including s locks in retail stores), 
no matter when packaged, must be in 
compliance with the requirements for 
tamper-resistant packaging. This date 
a lso applies to imported products. The 
effective date provis ions assure that 
Ihose products that a re most susceptible 
to malicious adulterat ion wi l l be the first 
required lo be packaged in tamper- 
resistant packaging. FDA  believes that 
longer effective dates fo r those products 
fo r which malicious adulteration is less 
like ly wil l permit manufacturers to 
comply  more quick ly with the 
requirement app licab le  to the more 
susceptible products without undue risk 
to consumers. The la te r effective date 
fo r the label statement requirement and 
the requirement f o r a  distinctive barrie r 
to en iry recognize that these 
requirements, a lthough 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 lo r 
the labeling and package design changes 
that must be made to comply vvtlli these 
provis ions o f  the regulations.

The time limits selected by FDA also 
take into account in formation provided 
-ii the agency by the Proprie tary  
Association concerning ihe ability o f  the 
OTC  drug industry to acquire die

necessary packaging equipment and 
integrate it into their production 
systems. Accord ing ly , a requirement 
effective immediate ly o r  a requirement 
effective fo r a l l products at the end o f  a 
compara t ive ly  short period o f  time, such 
us 3 months, wou ld  impose a serious 
strain on Ihe packaging machinery 
industry to produce, and on the O T C  
drug industry and other affected 
manufacturers to acquire and put into 
place, the equipment needed to produce 
tamper-resistant packaging.

Seve ra l consequences could be 
anticipated were the agency to require 
an eariy effective data fo r ai l products. 
First, companies unable to meet the 
requirement would have to discontinue 
marketing their products a fte r  the 
effective date. Second, it could force 
industry to compete fo r scarce resources 
as i f  a l l products presented identical 
risks. Either result could disrupt the 
supply o f  O T C  drugs to Ihe consumer 
and make it diff icult fo r manufacturers 
of tamper-susceptibie products in 
particu lar to meet the dead line. The 
costs o f  compliance, and thereby the 
price o f  O T C  drug products to the 
consumer, wou ld a lso  be unnecessari ly 
high.

FDA  concludes, therefore , that I lie 
sequentia l effective dates estab lished bv 

. tiiis regulation are reasonab le  and 
necessary , it is appropria te fo r FDA to 
assure ail adequate supply o f  OTC  
products at a reasonab le  price, and it is 
there fore appropria te fo r FDA  to phase 
in die requirements o f  die regulations 
set forth in this final rule to assure that 
Ihe supply o f  these products is not 
unnecessari ly  disrupted and that their 
prices arc not unnecessari ly  increased. 
That ob jective can be achieved by 
deferring the effective date fo r products 
that arc less susccotihlc to tampering or 
less harmfu l i f  tampered with. liy 
providing a de ferred effective date fo r 
less susceptible products, the agency is 
providing on a categorical basis the 
re l ie f it would have been like ly  io grant 
on an indiv idual basis.

These regulations app ly lo a l l affected 
products produced in retail packaging 
on or a fte r the effective da les . Applying 
the same effective da le  lo products 
produced ear l ie r than the effective date 
wouid require immediate w ithdrawal 
from the ret.i il she lves o f  noncomplying 
products after the 3- or 0-month effective 
da les , a result that would lie unpractical 
and disruptive to health care. Because o f 
the need fo r the affected industry to 
avo id  further incidents o f tampering and 
the incentive the industry has lo 
maintain consumer confidence in O T C  
drug and cosmetic products, the agency 
anticipates lii.it manufacturers wi l l i.ike

promot action to imniement the 
provisions o f  these regulations even 
before the manca io ry  effective tiaies 
FDA beiieves mat. fo r '.his reason, the 
m a rce l w i l l be signif icantly depleted c : 
products in nOn-tamper-resisfant 
packaging within a re lat ive ly short 
period o f  time.

However , in order to assure that at 
some defined future date ail products 
covered by the ruie are con iamed :n 
tamper-resistant packaeing (a lthough 
without the labeling o r distinctive tiesisn 
requirement), even to the retaii leve l, the 
agency is establishing a retail ievei 
effective date o f  February 6 .1954  a fte r 
which a l l products packaged before M av  
5 .1983 must be in compliance with the 
requirement that they be packaged in 
tamper-resistant packaging. (Products 
packaged afte r the May 5. 1983 effect;', e 
date must be in compiiance with ail 
aspects o f  the regulations afte r tout 
da le, without regard to the retail leve l 
effective date. Products packaged after 
the February 7 .1983 effective date must 
be ;n compliance with tne taniper- 
resistant'packaging requirement afte r 
that date, without regard to the retail 
leve l effective date.) The agency 
believes that manufacturers wiil be 
encouraged to convert their product 
packaging to the non-ianiper-resist.int 
variety soone r i f  products meeting th.it 
requirement o f  the recuiatiuns that -.re 
packaged before May 3, 1953 u. o not 
subject to tne ret.iil ievei effective o . ,te 
with respect to tho Lbe iit ic  and 
distinctive design requirements. 
Accordingly, the retail leve l effective 
date wiil not app ly to the labe l ing ana  
distinctive indicator o r barr ie r to entry 
requirements o f  ihe regulations.

The agency acknow ledges that it may 
prove diff icult to meet this e ffec t ive 
date. In that event, FDA must cons ide r 
whether remova l o f  ail products that .ire 
not in compiiance us o f  that time mav 
have an ad' .tso impact on the 
ava i lab i l i ty  o f  some products in the 
marketp lace and consequentia l 
disruption o f  health care, it is a lso  
possib le that the quantity o f  
noncomplying products remaining on me 
market by this time wilt in; negligible, in 
winch case a retai l leve l e ffective date 
mav lie unnecessary. Because ot :he 
uncerta in ly invo lved in attempting to 
e s t im a te  the c ir c u m s ta n c e s  th.it w il l  
prevail at the lime o f  the retail ievei 
affective date, the agency w i l l  rev iew 
tin.' need for such a date and wn.it me 
dale shou ld lie a lte r  it has had an 
opportunity to determine the e ffects o f  
tins regulation on the marketp lace Sur.n 
review wil l lake p lace long enouun 
before the retail leve l e ffective o.ite 
occurs fo r any change in that ila*» to oe
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taken into account by those who w i l l  be 
required to meet it. In addition. FDA will 
consider requests fo r  stays in the retail 
leve l effective date on  a case-by-case 
basis.

A fte r  the retail leve l effective date, 
products remaining on retail she lves 
that were packaged be fo re  M ay  5 .1983  
that are not packaged in tamper- 
resistant packaging w i l l be considered 
adu lterated and m isbranded. Given Ihe 
unique circumstances that have made 
these regulations necessary . FDA  wil l 
consider a l l feasib le a lte rnat ives to 
dealing with noncomply ing products 
remaining in trade channeis.
IV . Legal Authority

Under the Federa l Food. Drug, and 
Cosmetic Act. FDA  is authorized to 
impose requirements necessary to 
assure that drugs meet the requirements 
o f the act fo r  identity, strength, quali ty , 
and purity. Such requirements may be 
imposed as current good n ianu tac tu rne  
practice ICGMF) (21 U.S .C. 351 (a ) (2) ( t  )| 
and in aid o f  o ther s tatutory 
requirements relating to product safe ty  
and integrity. See. e.g., 21 D.S.G. 351 |b ) 
and |c).

Under its authority to specify CGMP'ti. 
FDA a lready requires drug product 
containers lo  protect against 
" fo reseeab le  exte rna l factors in storage 
and use that can cause deterioration o r 
contamination o f  die drug product" (21 
CFR 211.9-l(b)t. That regulation was 
intended lo  deal with con! "u ina l ion  
originating during storage o f td ; " 
products throughout the chain oi 
distribution up to the point oi use by the 
consumer, including storage by 
intermediaries, reta il outlets, and tin: 
consumer. That regulation was not. 
however, intended lo  require the use o f  
tamper-resistant packaging. When that 
regulation was issued, turnpenny 
not regarded as a sufficiently serious 
prohicm to justify the imposition o f 
conta iner security measures aimed at 
safeguarding drug products against 
contamination from tampering. The 
recent events invo lv ing Ty leno l, 
combined with o ther recent tampering 
incidents, make it c lea r that tampering is 
a serious prob lem  to winch the a l i e n e d  
industry must respond. The 
requirements set fo rth in FDA's CGM ! ’ 
regulations fo r pharmaceutica l products 
represent those measures needed to 
ensure that drugs purchased by the 
peop le of this country meet ali statutory 
requirements al the time ol purchase. 
Such measures must now include 
provis ion fo r  conta iner and package 
design that p rov ides pre lec tion against 
guentma.i l tirndur.t .u iidferntion h"  
means <>. l.or.pene..:

F D A ’s authority to issue Federa l 
s tandards fo r tampei resistant drug 
packaging is a lso  derived from other 
p rov is ions o f  the uct relating to drug 
adu lteration . Under section 501(b) o f  the 
act. drugs arc required lo  meet 
app licab le  compendia l s tandards fo r 
strength, quality , and purity. Under 
section 501(c) o f  the act. drugs not 
subject to compendia l s tandards are 
required to possess the strength, quali ty , 
and purity they a re represented to have. 
Because contamination o f  drugs by 
tampering causes these requirements to 
oe vio lated. FDA is authorized to impose 
packaging requirements reasonab ly  
designed to prevent such contamination. 
Tilt: existing regulation requiring the use 
o f sea ls on ophtha lm ic products w as  
issued under the authority o f  section 
501(c) o f die act. See 21 CFR 200.50(a) (3 ) . 
That regulation was issued in response 
to contamination o f  ophthalmic products 
at tho retail ievei by persons using liit- 
products in the store nnd then returning 
them to the shelves. Persons wiio 
subsequently bought the products were 
exposed to in jury trom contaminat ion o f  
the products caused by this kind o f 
tamp 'ring.

FDA is a lso  authorized lo issue 
pacKaue security requirements lo r  
cosmetics. Such authority is found in 
sections liOl la ) and I d  and 701 (a ) o f  the 
act. Under section tit)l |;i ) o l the act, a 
cosmetic is adu lte ra ted it it hears o r 
contains any poisonous o r  de leterious 
substance which nn.v render n in jurious 
to users. Under section iK l l Ic ) o f  the act. 
a cosmetic, is in! d e ra te d  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 
in jurious to health. Section 701(a ) o l  the 
act niitnonzcd FDA  to issue regulations 
fo r the eff ic ient enforcement o l the uct,

In the past, FDA  has issued 
regulations requiring the labeling o f 
certain cosmetic products to contain 
warning statements. In some cases, (lie 
statements have been required to warn 
consumers o f  the danger o f in tentiona l 
misuse. Fo r example , S 7-lU.l l (h )t l )  (21 
CFR 7*10.11 ( h ) ( 1 )) requires a warning 
against the intentional inhalation o f  
certain aeroso l propel lants . The agency 
required the warning afte r it became 
apparent dun the dangerous practice o f  
inhaling p rope l lan ts had become 
sufficiently frequent to c.otinti’ ufc a 
hazard ol w idespread public concern .
(*!0 IT. 11012; March 3 .1975 . ) In tentiona l 
tampering is an abusive practice licit 
a lso  presents hazards for consumers o f 
the cosmenc products named in the 
regulation and. t lierciore. the agency is 
requir ing Ihe same packaging and

warning statements for cosmetic liquid 
ora! hygiene products and vacinai 
products mat it is requiring fo r certain 
OTC drugs.

The requirement for a labe l statement 
a lerting the nurchaser to the tamper- 
resistant feature o f  a product's 
packaging is authorized unae r the cited 
adulteration provisions and under 
sections 502|c). M2 lc ) . and 201(r.) o f  the 
act. The labe l statement r  .ecessarv lo 
assure the effectiveness a  the tamner- 
r*sistant feature a r '  , s a n  integral part 
o f  the tamper-resisian: package design. 
The absence o f  trie label statement tnus 
causes the product to be adu lterated . In 
addition, unaer sections 501(c) ana 
0021c) o f  the act. a product is 
misbranded if a statement required 
under other authority in tne act is 
omitted from tne product's iabeimc. 
F ina l ly , under sections 201|n), 502!ai. 
and tii)2ia) o f the act. a prouuct may be 
misbranded by reason o f tne emission of 
a materia l fact about tne product. Tne 
agency beiieves that omission o f  a 
staiement alerting me consumer to a 
packaging feature designed to prevent 
adulte ration wou ld  consu la te  tne 
omission of a materia l iact. in light of 
roprcsnniutions maae c iscwhare in me 
labeling of a product intended to induce 
purchase throuvn the implicit 
representation tn.u the product is noi 
adulterated.

FDA concludes that mandato ry  
standards fo r tamper-resistant 
par.'r,aging are necessary. The affected 
industry n.is shown a commcnanbtc 
interest in improving product security by 
vo lun tary  means, i lowevcr . in a matter 
o f  such serious public hea lth concern, it 
is unpropriuic that the agency assure 
that ni l necessary  steps w i l l  bo taken by 
maiiu l .ic iurers tnrougii tne issuance of a 
binding regulation.

Nothing in these regulations re l ieves 
itnv person o f the responsib i l i ty  fo r 
compliance with o ther npp lle . in le 
regulations including the drug GGM P 
regulations, In particular, m a jo r  changes 
in packaging to comply with these 
regulations may aflect comp liance with 
the e* niration dating requ irements o f  21 
CFR 211.127. Addit iona l stabili ty studies 
may be necessary under these 
circumr.larines.
Preemptive o f these [lachc^ins
ro'/tnreiuams

I'DA intends that the regu la tions 
issued in tins document preempt State 
and loca l packaging requirements mat 
are tint identical to it iri ai! respects, 
including muse relating to the use of 
a lternative tamper resistant p.iexaging 
systems, me coverage o f tne regulations 
within tne product categories addressed .
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the label statement a lternating 
consumers, exemptions, and effective 
dates.

A s orev io t is ly  discussed. FDA is 
.-uthorized to assure the sa fe ty  ot drugs 
.-.ivi cosmetics marketed in interstate 
commerce in this country. The 
rtunur'aciuring and distribution system 
for tntjse products is na t iona l in scope 
ecu  'he measures adop ted by  FDA to 
.•ecu'ate this nationa l svstem shcuid-be 
adequate to safeguard die interests o f  
.he entire population . W h i le  State ana 
loca l requirements fo r  products may on 
occasion be appropria te and necessary , 
such measures should not interfere with 
FDA's accomplishing those ourcoses 
that are within its ConyressionaiSv 
mandated area o f  responsibili ty .

The requirements estab lished by these 
-cguiations provide fo r  the use o f  
temper-resistant packaging fo r most 
C 7 C  Jrug products and certain 
cosmetics. The requirements become 
effective on .-••.(••g»»red basis aimed at 
bringing about the use o f  tamper- 
resistant acknginy more quick ly fo r 
.itose affected products that a re most 
iusceniib le to tampering o r  most 
potentia l ly  harmfu l if malicious ly 
adulterated. The effec ve dates lake 
o!o account the ava i lab i l i ty  o f  
packaging machinery, and the ability o f 
manufacturers to acouire and begin to 
use it. such dial the need fo r  consumer 
promotion is met w ithout unnecessary 
disruption o f  the supply o r  increase in 
lie cost o f  affected products. FDA  
therefore regards this final ru le  us 
ptoviding protection against malicious 
tampering in the manner most 
advantageous to consumers. FDA  
acknow ledges the interest o f  S ta le  and 
loca l jurisdictions in protecting il ie lr 
citizens front criminal acts involv ing 
OTC  drug products. Thu agency believes 
dint this interest in given effect bv tho 
.•tigulaiions issued in this fina l rule.

S ta le  and loca l requirements fo r OTC  
•product packaging that d i f fe r from those 
■stabiished by this fina l rule won! ' 
interfere with tho accomplishment o f  
FDA's ob jectives in seve ra l ways. These 
regulations are intended to a l low  the use 
o f  a lte rnative  packaging systems to 
guard against tampering. A State or 
loca l requirement that one or several 
specific packaging systems be used 
exc lus ive ly  '.vmial have otto o f  several 
undesirab le effects. First, it wouu l 
exclude from that market products not 
using the designated systems. Such an 
'xclusinn would curtai l the stiopiv o f  
OTC  uruqs and cosmetic products to tho 
residents o f  the jurisdiction invo lved . It 
would a lso  in terfere witii competition 
vii lmi tluit market, with an 

accompanying potential fo r higher

prices. Second, it could , if the State or 
loca l market was big enough, force 
manufacturers to auopt tne S la te o r 
loca l standard fo r products marketed 
anywhere tn the country wlier.- tnat 
standard was consistent w i f .  o i lier 
State or loca l standards. This resuil 
wou ld e ffective ly negate the FDA 
regulations set fo rth in this unai r i l e ,  ft 
wou ld  aiso force manufacturers to use s 
limited number o f  packaging sys'ems 
with no assurance that such systems are 
the bast aaapted to providing tamper- 
resistance or the most cost-effective 
packaging system that produces a 
tsmper-resistam package, it wouid. 
fir.aiiy, provoke intense competition 
among manufacturers fo r a limited range 
o f  packaging equipment capab le  o f 
producing the comply ing packaging, thus 
impeding the conversion o f  ail affected 
OTC  drucs and cosmetics to the tamper- 
resistant variety . Third , effected 
manufacturers could be forced to adopt 
different packaging systems meeting tile 
separate requirements o f  each 
jurisdiction, i f  this were done, product 
costs and prices wou ld he increased by 
the need to create different 
manufacturing and distribution systems 
adapted to t in  different requirements 
prevailing throughout the country.

In addition to these undesirab le 
affects on the distribution and cost o f  
a ffected OTC  drags and cosmetics and 
on the abili ty o f  the affected industry to 
convert ..uicklv and eff ic iently tts 
products to tamuer-resisiai i l packaging. 
S l ide  and loca l drug ami cosmetic 
packaging requirements have Hut 
potential fo r interfering with FDA's 
ability to enforce the agency's own 
tamper-resistant packaging 
requirements. Fo r example, because o f  
differences hi interpretation, it is 
possib le that a product that met the 
Federa l requirement wou ld be deemed 
il legal at the State o r  local leve l, o r  vice 
versa.

Imposition o f  S la te  or loca l packaging 
requirements prior to the effective dates 
o f  these regulations would a lso  hinder 
Ihe orderly attainment o f  the ob jectives 
that these regulations are intended to 
achieve. The .1 - and 0-moiil li  e ffective 
dates specified *n this document have 
been established in response to 
in formation concerning the ava i lab i l i ty  
o f  packaging equipment and the ability 
o f  manufacturers to procure it and 
integrate it into their manufacturing 
operations. These affective dates wiil 
assure that products are produced in 
tamper-resistant packaging as soon as 
possib le consistent with an adequate 
supply iff products at a reasonab le  cost. 
The retail leve l effective date. February 
it. Hint, tor products packaged prior to

May j .  U'!t;> ba lances the intessibiiitv o f  
converting the pacKagir.a o f  a lready  
manufactured products ir.to tamger- 
wsistant uuckagmq against 'he 
r.unsuirur's need at some point *o be 
certain (hat ail proctucts tor rc-:.:;l saie 
are .sc named in S ia m  packaging. An 
..-.flier retail leve l effective nate. or 
S la te  c r  Io c j I  packaging requirements 
i-vpticauie to rhe retail saie o f products 
n concomptying packaging, wou ld  

po tentia l ly  ur.aarmme tne ability os 
manufacturers to t.T.piement these 
regulations by diverting a itenncn from 
the effort to bring new packaging into 
comciiance with those regulations. An 
ea r lv  requirement fo r retail Ievei 
compliance would a lso disrupt the 
iv.'ii labdiiv o f  products to the consumer 
fo r an indeterminate period o f  time.

For these reasons. FDA concludes 
'hat. as o f  die date o f publication o f  tins 
fina l ruie. ihe requirements tmcoseu bv 
this fina l rule should be die exclusive 
means ot bringing aoout the use o i 
tam oer-e s is tnn t OTC drug and cosmetic 
packaging and associated labeling. Fee 
/iv ies j . Rath Pactum j Co.. 430 U.S . 519. 
net. denied. 431 U.S. 923 il 'J7"l:
Cosm etic. ." .c im r v f 'r c o r c n c e . IssVi v. 
S la te  ot M innesota, 440 F. Supp. 121b tD 
Minn. 1977. atf'd  p e r curium . 375 F.2J
12.'.8 il l'l l Cir. 197HII: droot.f.noen C a r le  
7".', Inc. aVi/V, 573 F 2rl 705 12.1 Cir. 
ID ’ ,") corr. d om ed  441 U.S. 904 119701,
Guoil cc.::re :o mate a Cnci .'< f.mAion

The Administrative Proceuure Act 
■:".d FDA regulations arov ide " i n  .i 
genera l m r iw  ol prnooseo rc.tomaxinq 
need not be puniisheu in the Federa l 
Register when die agency :o r good cause 
finoti that "notice and public procedure 
* ‘ • are impracticable , unnecessary , o r  
con tra ry  to the nubile interest." |5 U .S .C. 
55511)1(3). 21 CFR  10.40!o»(l|. | As 
discussed above , the prouiems caused 
by malicious tampering are multip le and 
pose significant public health concerns. 
A s reports o f  each new episode o f  
malic ious tampering receive wide 
exposu re  m the news media, die 
l ike l ihood o f  fu rther s im i la r incidents 
increases. It is c lonr lv  in the pub lic 
interest to move quick ly to estab lish 
uniform Federa l regulatory standards 
that wil l enab le  manufacturers to 
implement tamper-resistant packaging 
and labeling requirements as -tficienily 
and expeditious ly as possible . Quick 
action bv ’ he .igencv is vitmly necessa ry  
to reduce the l ike lihood that add it iona l 
'amperinq wiil occur o r that o ther 
Innocent purchasers will be harmed. In 
addition. -i rapid response wil l enhance 
agency efforts to educate purchasers bv 
..lortmg diem to the prob lems and wiil 
he lp restore public confidence in the



products in the marketp lace.
The requirements cont, l ined in the 

recusations set forth in this fina l ruie ore 
L’ . i3<rd or. standards and echnology 
'D igested by and discussed with 
representatives o f  the* OV'C drug 
manufacturing industry. 3ased in part on 
tr .rse discussions and or discussions 
with representatives from the cosmetic 
industry, the agency be lieves that the 
requirements are re a sonab le  and that 
tne timetable fo r compliance is 
atta inable . f

There fore , the agency has conc luded 
that because adequate protection o f  the 
puuiic health requires that tamper- 
resistant packaging be implemented as 
quick ly as possib le , there is good cause 
to issue these regulations as a final rule. 
See genera lly  H erca ics . Inc. v. 
Environm ental P rotection  Aupncv, 596 
F.2d 9 1 . 12b (D .C . Cir. 1P7B).

The agency is providing a 30-da,t 
comment neriod ana w i l l  rev iew 
care fu l ly  ail comments submitted during 
that period to ue te rm tn j tne 
appropria teness o f  rev is ions to this final 
rule.
V. Economic Consider, nuns

FDA  has examined tne regmaiorv 
impact and regu latory f lex ib i l i ty  
implications o f  this f in a l ruie in 
accordance with Executive O rd e r  12291 
arid the Regulatory F lex ib i l i ty  Act The 
agency estimates that this fina l rule w i l l 
a ' f e d  iibou'. 2 bi l l ion m a i l  packages per 
year. Some o f these OTC  products 
(pnrhgDS 10 to 30 perr.ant) are a lready  
packaged in ways de f ined as 
acceptable, unit wi l l r eed on lv  labeling 
statements and distinctive indicators o r 
barrie rs to entry. Mar y. proimhiv most, 
o f  tne remaining products w ou ld  be 
converted to tumper-iesis iant packui.'tr:;* 
even in tne absence ( i this fina l ruii— u> 
reduce actual risks, io restore or sustain 
consumer confidence, cr, in some cases, 
to comply with new State or loca l 
requirements, There fore , the cost 
impacts attr ibutab le to this fina l ruie a re 
some traction o f  the total costs that wil l 
be incurred by  manufacturers to 
Improve the integrity o f  their products' 
packaging.

The Expert Teclin cal Committee on 
Tamper-Resistant thicker,inp estimated 
unit costs o f  tamper resistant packaging 
to range from a fr.icrioit o f  a cent for 
some popu la r packaging systems, such 
as snrink see.is. to seve ra l cents per unit 
fo r bubble p.mas and manua l sea ls . I f  
unit costs average 1.0 to 2 0 cents oer 
retail package, aggregate recurring costs 
fo r ternpcr-rests lanl packaging would bo 
i>29 to S40 m il l ion per year.

Costs tor new packaging equipment 
era not expected to have a signif icant

impact on ihe average cost per package. 
Equipment investment out lays wou ld  
p resumab ly  be spread ove r severa l 
years fo l low ing the effective date, 
depending on equipment ava i lab i l i ty  
(which v anes  from severa l months to 2 
years ) ana manufacturer pre ferences a? 
i.o packaging systems. Some 
manufacturers may temporize with tr.e 
k s s  expensive equipment, untii they 
have decided upon ana taken de live ry  o f  
the equipment they w i l l  use in the long 
run. The cost o f  packaging equipment 
varies wide iy  from  less than S100 to 
overSlCO.OOO pe r unit. W hen  these 
investments a re deprec iated over the 
l i fe  o f  the equipment and the number o f 
packages handled, the average cost per 
package appears ext reme ly  small 
regard less o f  the original cost.

The 3- and 6-monih e ffective dates fo r 
tamper-resistant packaging may impose 
some adciii ional cost pena lty  on 
manufacturers. I f  manufacturers cannot 
instal l new packaging equipment before 
tin effective date, they cou ld  experience 
a r r '.od o f  market disruptions o r high 
mo .1 packaging costs. The ftmti ruie 
anticipates some diff icu lty m obtaining 
de live ry  o f  packaging equmment. The 
provis ion fo r nntittuns lo r  s tays o f the 
effective date shou ld la rge ly  e liminate 
cost impacts in these situations. 
S im ila r ly . the 6-monih effective date tor 
la nd ing  statements may impose .locied 
costs. Tne one-time cr.ange in labeling 
fo r  a i l a ffected products is e\uec.tet: j  
cost S3 io S 10 m il l ion . The agency ones 
not be lieve that the industry wil l 
experience significant costs fo r stocks o f  
obso le te  packaging a* the 0-month 
effective date.

The 15-tnonth retail leve l effective 
date may result in some returns o f  non* 
temper-resistant packages t . 
manufacturers. The agency be lieves that 
attv such returns w i l l  be very  small in 
vo lume, w i l l  not occur at the who lesa le  
leve l, and wil l be confined to the 
smallest retail outlets. The agency's 
stated intent to reconsider this effective 
dr te after it has an opportun ity  to 
observe the market effects o f  tho final 
ruie supports the conc lus ion that the 
cost o f  obso le te stock returns u I be 
insignificant.

Thus, the agency be lieves that the 
tota l cost o f  convers ion to tamper- 
resistant packaging wou ld not be 
sufficient even in its entirety to warrant 
designation o f  the ru le as u m a jo r  rule. 
Moreover , it i*j the obvious intention o f  
mapir industry segments to proceed with 
tamper-resistant packaging regard less of 
any regulation. The re fo re . Ihe net cost 
impact attributab le to the fina l ru le  is far 
be low  I ha I which wou ld  require n 
rcguiatorv impact analys is .

Because these regulations are issues 
as « ftnai ru le without being prececeo 
by general notice a: proposed 
rulemaking, a final regulatory ar.aivsis 
unde: section b04 of the Regulatory 
F lex ib i l i ty  Act : f|4 Stat. 1107) is not 
required In <.ny event, the ruie wi l l nm  
have s. significant economic impact on e 
substantia l number o: smail entities. A 
ccmcarattve iy  few iarge firms dommat?  
the OTC  drug mar.xet with the 29 largest 
firms accounting for about two-thirds o f  
sales. These iarge firms wil l p ro oa bh  
utilize the more expensive, hign-voiurr.e 
packaging equipment. Moreover, 
exemptions and petitions fo r a stay are 
ava i lab le  to small firms that may have 
d iff icu lty complying with the provis ions 
o f  this fina l ruie.
V I . Env ironmenta l impact

The ager.cv has determined pursuant 
to 2! CFR  25.24 ld ) (121 and 1131 
(p romot 'd  December 11.1979: 44 FR 
71742! that tms action is o f a tvne tn..t 
does not indiv idua l ly  or cumulatively 
have- a signif icant impact on the human 
environment. Therefore , r.eitner an 
environmenta l assessment no r an 
environmenta l statement is required.
List o f  Sub jects
21 CFF. F a r : 21 '

Drugs— Manufacturing. L.ioolir,::. 
L .bc r r - tc r io ' .  Packaging and crn i .v .r  ■ 
Warehouses .
21 CFR P art J l -

Administtative practice and 
procedure . Drugs.
2 :  CFR P erl 700

Cosmetics. Definitions. Prohib ited 
cosme tic ingredients'.

. hereiore , under the Federa l Food. 
Drug, and Cosmetic Ac! (secs. 201|n l ,
5t::. 502. *503, 5I)fi. 507. 01)1. (>02. 701. 52 
Si«'. 1049-1050 as amended. 55 Stat 651. 
59 S'.et. 403 as amended (21 L'.S.C.
221 In). 351. 352. 355. 350. 357. 301. 302.
37 1 1) and under 21 CFR 5,11 us revised 
(see 47 KR 16010; April 1 4 . 19 IT I, parts 
211. 314. and 700 are amended as 
fo l lows :
PART  2 1 1— CURRENT  GOOD 
MANUFACTURING PRACTICE FOR 
FIN ISHED PHARMACEUTICALS

1. Part 211 is amended by adding new 
ji 211.132 to mao  as fo l lows:
ti 211.122 Tnmper-resistnnt oncKnqing 
rccuirements lo r cver-ihe-counter durrnn 
aruq procecis.

!*■) General. Because most over-the- 
counter |O TC i human drug products a re  
not now nachuged m tamper-resistant 
reia il packages, there is the opportun ity

-x
integrity o f  thp OTC drug and cosmetic
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f o r  the malicious adu lte ra t ion o f  O TC  
drug products with health r isks to 
individuals who unknow ing ly  purchase 
adulterated products and w ith  loss o f  
consumer confidence in. the security o f 
OTC  drug product packages. The Food  
ana Drug Administration has the 
a u lhon tv  and responsibili ty  under the 
Federa l r o o d .  Drug, and  Cosmetic act 
(the Act! to estab lish a uniform nationa l 
requirement fo r  tamper-resistant 
packaging o f  OTC  drug products that 
w i l l  improve the security o i  OTC  drag 
packaging and help assu re the safety 
and effectiveness o f  O T C  drug products. 
An OTC  drug product (except a 
dermato log ies ] . dentifrice, o r  insulin 
product) fo r  reta i l sa le  that is not 
packaged in a tamper- res is lan l package
or that is not property labe led under th is_
section is adu lte ra ted under section 501 
o f  the act o r  m isbranded tinder section 
302 o f  the act. c r  both.

(b ) Requirement fo r  tamper-resistan t 
packn»e . Each manu factu re r and packer 
who  packages an O T C  drug product 
(except a dennato log ic .i l . dentifrice, o r 
insulin product) fo r  reta i l sa le , sha ll 
package the product in a tamper- 
resistant package. A  tamper-resistant 
package is one having an indicator o r  
b u rn e r  tc entry which, if b reached or 
missing, can reasonab ly  be expected tn 
provide vis ib le evidence to consumers 
that tampering has occurred. To  prevent 
the substitution o f  the tamper-resistant 
feature afte r tampering, the indicator or 
ba rr ie r to entry is required to in? 
distinctive uy design (e.g.. an aeroso l 
conta iner) o r  by the use o i  an identifying 
cnaractoristic . A  tamper-resistant 
package may invo lve an immediate- 
conta inur and c losu iv  --ysiem or 
suconiia ry-contninor o r  carton system or 
any combination o f  systems intended lo 
p rov ide  a v isua l indication o f  package 
integrity. The Wmper-resis'.ant feature 
must remain intact when hand led in a 
reasonab le  manner during manufacture , 
distribution, and reta il d isp lay .

(r.) Lubelinq. Each reta il package o f  an 
O T C  drug product covered  by this 
section is required to contain a 
statement that is p rom inent ly  p laced so 
that consumers a re  a lerted to the 
specific tamper-resistant feature o f  Ihe 
package. The labe l ing statement is 
required lo be so p laced that it w i l l  be 
unaffected if the lumper-resistant 
feature o f  the paekage is breached o r 
missing.

(d ) Requests for exem ptions from  
ptn.huqinq tinti h ihehnq requirements. A 
manufacturer o r pucker may request an 
exemption from the packaging and 
labeling requirements o f  tins section. A 
request tor an exemption is required to 
be submitted in the fo rm  o f a cit izen

petition under 5 10.30 o f  this chanter anri 
should be c leariv identi fied on the 
envelope as a "Request to r  Exemption 
from Tumner-resistant Ru le ."  The  
petition is required to conta in the 
fo l low ing:

|1 | The  name o i  the drug product or. if 
the petition seeks an exemption fo r  a 
drug cias3. the name o i  the crag c lass , 
and a list o f  products within that ciass.

(2) The reasons that the drug product's 
compliance with the tamper-resistant 
packaging o r  labeling requiremenlM o f 
this section is unnecessary  o r  cannot be 
achieved.

(3 ) A description o f  a lte rna t ive  step3 
that are ava i lab le , o r  that the petit ioner 
has a lready taken, to reduce the 
like lihood that the product o r  drug c lass 
wil l be the subject o f  malicious 
adulteration.

(4) O ther in formation justifying an 
exemption.
This in formation co l lec tion  requirement 
has been approved by the O ff ice  o f  
Management and Budget under number 
0910-0143.

(e) O TC  dniq p rodu cts  subivct :a  
approved new tlr.n; app lica tions.
11o k io n  o f  app roved new drug 
applications fo r O T C  drug prouucts a re 
required under 3 314.11 (a )  (-l l(vi), |51(xi) . 
o r (d)(5) o f  this chapter to prov ide fo r 
changes in packaging, and under 
§ 314.t) |a ) |5 ) |x ii ) to p rov ide fo r changes 
in labeling to cnmniy with the 
requirements o f this section.

II] Poison Prevention Pact.c rtnq A c t 
o f  1070. This section does not a ifeet a,e» 
requirements to r "spec ia l packag ing ’ a t  
defined under ii 310.211) or this chap te r 
and required under the Po ison 
Prevention Packaging Act of

(g) Effective date. OTC  drug products, 
except dermato log ica l . dentifr ice, ana  
insulin products, a rc  required 10 comply 
with die requirements o f ihis section on 
tlie da les listed be low  except to me 
extent that a prouuct'a manu factu re r o r 
packer has obtained an exemption from 
a packaging or labeling requirement.

(1 ) Initial effective tie to for p a ck cem q  
requirements, (i) T im  pantaging 
requirement in paragraph (b |  o f  tins 
section is effective on February  7 , 19U3 
for each affected OTC  drug product 
(except o ra l  and vaginal table.:) an il 
vaginal and rectal suppositories) 
packaged on o r  a fte r that da le , except 
fo r die requirement in paragrapn |'u) o f  
this section f o r a  distinctive ind icator or 
barrie r lo  entry.

(ti) Tin; packaging requirement in 
paragraph tiff o f  this section is effective 
on May a. l ‘Jit3 fo r each O T C  drug 
product that is an o ra l  o r  vagina l tablet 
o r a vaginal o r rectal suppository 
packaged on o r after dia l da le.

12) In itia l effective da te  f o r  labeling  
require ...eras. The requirement in 
paragrapn (b) c f  this section mat the 
indicator c r  b am e r  to entry be 
distinctive by design and the 
requirement :.n paragraph (c ) o f  '.hi3 
section f o r a  labe l ing statement are  
effective cn M ay  5, .933 fo r  each 
affected OTC  drug product packaged cn 
o r  a fte r mat date.

(3) R a ta li le v e l c re a tiv e  date. The 
tamper-resistant packaging requirement 
o f  paragrapn |b )  o i this section is 
effective on February ti. 1984 fo r  each 
affected O TC  drug product held fo r  sa le 
on o r a fte r  that date lhat was packaged 
be fore M ay  5 .1983 . Th i3 doe3 not 
include ihe requirement in paragraph (b) 
o f  this section that the ind icato r o r 
b an te r  to em rv  be instinctive b y  design. 
Products packaged a fte r M ay  5 .1983  
must be cn compiiance with a ll aspects 
ot the regulations without record to the 
retail l e v c 1 effective date.

2. Part 314 is amended in ' 314.8 by 
revising me first sentence in paragrapn 
(a ) (4 1 (vi) and (3) fxi), bv rev ising 
paragraph (a ) 15) l.\ i :) , and by revising 
the first sentence cn pnmcmpn io ) (51 to 
read ..s fo l low s :
3 3t l.a SuDDiemental applications.

( a ) ’ * '
141 ’  " *
(vi l A change in conta iner to p rov ide  

f,'r "srteci.ii packaging" as ttnii -ed in 
5 210.:’.t 1 ) o i this chapter pursuant to the 
requirements o f  regulations tinner the 
Poison Prevention Packaging Act o f  1970 
o r  to prov ide lo r  tamper-resistant 
packaging under 3 211.132 o f  this 
chapter. * * *

(5) * *
(oi) Cbangc which p rov ide fo r  

"spec ia l pneknung" as defined in 
5 3 ‘.0.2i 1 1 o f  this chapter which a re  tn 
the form o f  an " o v e r r a p "  to the existing 
c losure o f  a conta ine r without any o ther 
changes in the con ta ine r /c lo su re  system 
or provide fo r  tamper-resistant 
packaging under $ 211.132 o f  this 
chapter. * ’  *

(xii) Addit ion lo  the labe l ing o f  such 
statements as required by the Po ison 
Prevention Act o f  1970 o r  regulations 
promulgated thereunder o r  required fo r 
tamper-resistant packaging under 
5 211.132 o f  this chapter.
• > * • l

| d | *  * *
15) Changes which prov ide fo r 

"specia l packag ing ' aa defined in 
5 110.5(11 o f tins coup ler o ther man  the 
use of an add it iona l c losure as p rov ided

PART  31 4— NEW CnUG  
APPL ICAT IONS
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v
fo r  in paragraph (a ) (5 ) (x i )  o f  this section, 
where the composit ion o f  the container, 
the torque (tightness) o f  the container, 
nnd the composition o f  the closure 
component in contact with the drug (cap 
liner o r  tnncrscal) remain the same as 
prov ided in the approved new d r  us 
application o r  provide fo r tamper- 
resistant packaging under § 211.132 c f  
this chapter.
°ART 700 -G EN ERA L

3. Part 700 is amended by adding new 
§ 700.25 to read as fo l low s :
§ 700.25 Tamper-resistant packaging 
requirements tor cosmetic prooucts.

(a ) General. Because most cosmetic 
liquid o ra l hygiene products anti vagina l 
products are not now  packaged in 
tamper-resistant reta i l packages, there is 
the opportunity tor the malicious 
adu lteration o f  those cosmetic products 
with health risks to ind iv iduals '.vho 
unknowing ly purchase adulterated 
products and with lo ss o i  consumer 
confidence in the security o f  cosmetic 
product packages. The Food and Drug 
Administration has the authority and 
responsib litv  under tne Federa l Food. 
Drug, nnd Cosmetic Act ( ’.he a r t )  to 
establish a uniform nat iona l requirement 
lo r  tamper-resistant packaging o f 
cosmetic liquid o ra l hygiene products or 
products used vagina I! v that will 
improve Ihe packaging security and help 
assure the safety o f  those products. Such 
a cosmetic product fo r  reta i l sa le  that is 
not packaged in a tamper-resistant 
package or that is not p roper ly  Labeled 
under this section is adu lte rated under 
section 001 o f  the act or misbranded 
under secuori i>02 o f  the act. o r  both,

(b ) Reauiren icn t for iam per-rcristan t 
package. Each manu factu re r ami packer 
who packages a cosmetic liquid ora l 
hygiene product or vagina l product fo r 
retail sa le  sha l l  package the product in u 
temper-resistant pack iue. A tamper- 
resistant nackage is one having an 
indicator or ba rr ie r to entry which, if 
breached o r missing, can reasonab ly  be 
expected to prov ide v is ib le  evidence tn 
consumers that tampering has occurred. 
To  prevent substitution o f the tamper- 
resistant'feature afte r tampering the 
indicator or barrie r to entry is remiircu 
to lie distinctive by design (e.g.. an 
aeroso l conta iner l o r b y  the use o f  an 
idem ily lnc characteristic . A  tamper- 
resistant package may invo lve an 
immediate-cop.iainer a .id c losure system 
or secotu lary-cor.taincr o r carton system 
or any combination o f  systems intended 
to provide a visua l indication o f  package 
ifiiegriiy, The lamper-resis innt feature

must remain intact when hand led in a 
reas 7: t b i t  manner during manufacture . 
d is ' 1 1 Jtion. ana retail d isp lay .

(cj Labeling . Each retai l package o f  a 
cosmetic product covered by this section 
is required to contain a statement that is 
prom inent ly  placed so that consumers 
a re a le rted to the specific tamper- 
resistant feature o f  the package. The 
label ing statement is required to be so 
placed that it w i l l  be unaffected i f  the 
tamper-resistant feature o f  the package 
is breached o r missing.

(d) Requests for exemptions from  
packag ing and  labeling requirem ents. A 
manu factu re r o r packe r m ay  request an 
exemption from  die packaging and 
label ing requirements o i this section. A 
request fo r  an exemption is required to 
be submitted in the fo rm o f  a citizen 
pe t" ion  under § 10.30 o f  this chap te r and 
shou ld be c lea r ly  identi fied on the 
enve lope us a "Request fo r  Exemption 
from Tamper-res is tant Ru le ."  The 
petit ion is required to conta in  the 
fo l low ing:

( 1 ) The name o f  the product.
(2) The reasons that the product's 

compiiance with the tamper-resistant 
packaging or labe l ing requirements o f 
this secoon is unnei e ssa rv  o r cannot be 
achieved.

(3 | A description o f  a lte rna t ive  steps 
that are ava i lab le , o r that the petitioner 
has a lready  taken, to reduce the 
like l ih ood  that the product w i l l be tne 
subject o f  malic ious adu lteration .

(•i) O ther in fo rmation justi fy ing an 
exemption.
Th is in fo rmation co l lec tion requirement 
has been approved by the O ff ice  o f 
Management and Budget under number 
otntMim 

(e l ) Effective date. Cosmetic products 
covered by this section ure required to 
comply  with the requirements o f  this 
section on the dates listed be low  except 
to the extent that a product's 
manu factu re r o r  packer has obtained an 
exemption from u packaging o r labe l ing 
requirement.

( J1 In itia l effective date fo r packag ing  
requirements, (i) The packaging 
requirement o f paragraph fb ) o f  this 
section is effective 011 Feburt iry 7 .1983  
fo r  each affected cosmetic product 
(except vagina l tab ic ls ) packaged on or 
a fte r that date, except fo r  the 
requirement in paragraph (Iff o f  this 
section fo r 11 distinctive indicator or 
ba rr ie r to entry.

(ii) The packaging requirement o f 
paragraph (ii) o l tins section is effective 
on M ay  5. 190.1 fo r each cosmetic 
p red ic t  that is a vaginal tablet packaged 
on o r  a lte r that date.

(2) In itial effective date  h r  la b e l tne

J

requirements. The requirement in 
paragraph (b ) o f  this section that the 
indicator o r barrie r to entry be 
distinctive by design anc the 
requirement in paragraph (c! o f  this 
section io r a labeling statement are 
effective on M ay  5,1353 fo r each 
a ffected cosmetic product packaged on 
o r  a fte r  that date.

(3) R e ta il leve l effective da is . The 
tamper-resistant packaging requirement 
o f  paragraph (b) o f this section is 
effective February 6.1934 fo r  each 
a ffected cosmetic product he ld tor saie 
on o r a fte r that date that was packaged 
be fore M ay  5,1983. This does not 
include the requirement in paragraph (b) 
o f  this section that the indicator or 
ba rr ie r to entry be distinctive by design. 
Products packaged after M ay  5,1933 
must be in compliance with a ll aspects 
of the reguiations without regard to the 
retail leve l effective date.

interested persons may. on or be fo re  
December 6 .1982 . submit to the Dockets 
Management Branch (address abovp i 
written comments regarding this tinai 
ruie. Tw o  copies o f  any comments are to 
be submitted, except individuals may 
submit one copy. Comments are to be 
identi fied with the docket number found 
in brackets in the heading o f  th:s 
document. Received comments mav be 
seen in the office above and between 9 
a  and 4 p.m.. Monday through Frid.v. •

Effective dates. These reguiations 
effective November 5 ,1982 . with the 
fo l low ing  cxcoptitns :

( 1 ) Section 211 .1 .12(b) and Ic).
(2) Section 700.25(b) and (c).
Fo r  the effective dates app l icab le  to 

the specified sections, see 211 .132 : ; )  
and 700.25(c). Those sections p rov ide  
that packaging requirements are 
e ffective February  7 ,1983 fo r  al! OTC  
drug products subject to this rule (except 
orr.i and vaginal tablets and vagina l ana 
recta l suppositor ies ) and fo r cosmetic 
liquid c ra l hygiene products and liquid 
vag ina l products packaged on  o r  a l t e r  
that date. Labeling requirements fo r  al! 
products and packaging requ irements 
fo r  ora l and vagina l tablets and vag ina l 
and rectal suppositories a re  effec tive 
M ay  5 ,1983 . Products packaged p r io r  *0 
M ay  5 .1933 , and held fo r sa le  at the 
reta i l It vel must be in compliance with 
the lun pet-resis iant packaging 
requirement, but not the distinctive 
ind icato r or ba rr ie r to entry o r labe l ing  
requirements o f  the regulations bv 
r e o r u a r v  0 , 19<»4.
(Rees. U fillr.l. 301. 802. 503. 500. 507. (VU (02  
r it l. 32 til.- 1 . 1<H‘*-I05Ii ns amended. 55 Siat
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651. 39 Slat. 463 as amended (21 U.S.C. 321(n|. 
331. 352. 355. 35(1, 357. 381. 362. 371))
Arthur H u ll Haves, jr.,
C.immissianerof Feed and Drugs.
Richard S. Schweiker,
Secretary o f  Health ana Human Services. 

Dated: November 3.1932.
|FR Doc. Fiicd 1 1—I—ea: a 45 .im|
BILLING CO DE 4 16 0 -01 -M

21 CFR  P a r t s  2 0 0  and SOO 
(D ocke t N o. 8 2N -0 3 3 2 )

T am pe r -R e s is ta n t  P ackag ing  
R equ i rem en ts  fo r  C o n ta c t  Len s  
S o lu t io n s  a nd  T ab le t s ,
a g e n c y :  Food  and Drug Adm in istrat ion . 
a c t i o n ;  Fina l ru le .
s u m m a ry : The Food  and Drug 
Administrat ion (FDA ) is estab lishing 
add it iona l requirements fo r  tamper- 
resistant packaging o f  contact lens 
so lutions and tab lets used to make those 
so lutions. These  products a re  regulated 
as medica l devices because  they a re  
accessories to medica l devices, i.e.. 
contact lenses. Contact lens so lutions 
and  tab! ; t s  used to make these so lutions 

'_ke drags, vu lne rab le  to malicious 
.reiteration. FDA  is rev ising a 

regulation that now  requires sea led 
packaging fo r  contact lens solutions and 
is mak in" conform ing amendments in 
the prov is ions fo r  optha lm ic 
prepara tions that a re  regulated as drugs. 
FDA  is adding to current requirements a 
new requirement fo r  a distinctive 
indicator o r  banner to entry which, i f  
breached o r  missing, can reasonab ly  be 
expected to p rov ide v is ib le  evidence to 
consumers that tampering had  occurred. 
A lso  requ ired is a statement on the 
labeling o f  the products to a le rt 
consumers to the tamper-resistant 
feature. Th is action is taken because o f  
Hie recent cases o f  malicious 
adu lte ra t ion o f  over-the-counter dnig 
products that resu lted in seven deaths in 
the Chicago area nnd the risk o f  s im i la r 
episodes with o ther over-the-counter 
products.
d a t e s :  Thu packaging requirements a re 
in itia l ly eOctive on Feb rua ry  7 .1983 fo r 
each liquid contact Ien3 so lution product 
packaged on  o r  a f te r  that date. The 
distinctive ind ica to r o r  ba rr ie r  to entry 
and the labe l ing requirements fo r a l l 
contact lens so lution products, as wei l 
as the packaging requirements fo r  
tablets intended to make  such solutions, 
are in it ia l ly  e f fective on M av  5 ,1983 . 
Products packaged p r io r  to May  5. l'J83 
and held fo r  sa le  a l  the re i .n l leve l must 
be in compliance w ith the tamper- 
resistant packaging requirement, but not

the distinctive ind icato r o r  ba r r ie r  to 
entry  o r  labeling requirements o f  Ihe 
reguiations by February. (5,1984. 
Comments by December tl. 1G3Z. Fo r  
further detai ls see the effective dates 
in formation fo l low ing the text o f  the 
regulations.
a d d r e s s :  Written comments to the 
Dockets Management Branch (H F A -  
305), Food and Drug Administrat ion . Rm. 
4-62. 56CO Fishers Lane, Rockv i l le . MO 
20857.
FOR FURT lIER INFORMATION CONTACT:
Joseph ,V.. Sheehan. Nat iona l Cante r fo r 
Devices and Rad io log ica l HeaUh (H F K -  
140), Food and Drug Administration .
8757 Georgia Ave., S i lv e r  Spring. M D 
20910. 301—427—7114.
SUPPLEMENTARY INFORMATION: 
E lsewhere in this issue o f  the Federa l 
Register. FDA  is publishing a f ina l rule 
to require tamper-resistant packaging 
ar.d re lated labeling fo r most over-the- 
counter (OTC ) drug products fo r  human 
use and for certain cosmetics.

FDA is now adding to the medical 
device regulations, as  n ew  § 800.10 (21 
CFR 000.10), a current requirement now 
codified with the drug regu lations 121 
CFR 200.50) f o r  sea led packaging o f 
contact len3 solutions, which are 
regulated as medical devices FDA  a lso  
is adding, in new § 800.12 (21 . .FR
000.12 ), morn specific requ irements fo r  
tamper-resistant packaging and a new 
rcquir, mcnt fo r  labeling a lerting 
consumers not to purchase the product if 
the tamper-resistant feature has been 
altered. The requirements app ly  to 
so lu t ions intended fo r  use in cleaning, 
disinfecting, wetting, o r  storing contact 
lenses and to tab lets in tended to make 
such solutions. (Sa lt tab lets not intended 
fo r  such use wou ld  he subiect to the 
regulations tor OTC  drugs.)

The new requirements a re  s im i la r  to 
those fo r OTC  drugs. Contact lens 
so lutions and tablets used lo  make these 
so lu t ions resemble O  TC drugs, m ay  be 
introduced directly o r ind irect ly  into the 
eye. and are marketed at the retai l l e v d  
in the same way  as O TC  op iha lm - ' 
drugs. They are . as a result, s imilar) > 
vu lne rab le  to malic ious adu lteration .

FDA recognized the susceptibility o f  
ophtha lm ic prepara tions to tampering 
when it promulgated 5 200.50(a | l ; i ) . 
which requires a il ophtha lm ic 
p repara tions , including contact lens 
solutions, to have conta iners o r  
ind iv idual cartons that a re  so sea led 
thiil the contents cannot he used without 
destroy ing the scaL This regulation was 
issued in response to contam ination o f  
ophtha lm ic products at die retail leve l 
by individuals using the products in the 
store  and tiicn returning them to tin: 
shelves, thus exposing those who la ter

purchased the products to in ju ry  from 
contamination resuiting from this kind o f  
tampering. Section 2CO.S0 anplies to 
ophtha lm ic preparations whether 
regulated as drugs o r  as devices. When 
FDA  issued this regulation in the 
Federa l Register o f  October 23 .1972  137 
FR 23105), the agency reguiated as drugs 
so lutions used, f o r  example, to clean, 
disinfect, wet. or store contact lens«.'3 
ar.d tablets used to make such solutions. 
A lthough certain contact lenses (" so ft "  
lenses) were a lso  regulated then as 
drugs, others ( "h a rd "  lenses) were 
regulated as devices, In 1975. as a part 
o f  the Medica l Device Amendments 
(Pub. I -  9-1-295), Congress both 
strengthened FDA's authority to ensure 
that devices are  safe and e ffective and 
b roadened the definition o f  "dev ice "  in 
section 2011 h) o f  the Federa l Food. Drag, 
and Cosmetic Act (the act) (21 U.S.C. 
321 |h |) . U nde r  the b roadened definition, 
a i l contact lenses and their accessories, 
including solution?, are treated as 
devices. Despite the change in statu to ry  
treatment o f  contact lens solutions, 
however, FDA has inadvertent ly  left 
unchanged in the dnig regulations the 
rc&uiatory requirements in 5 200.50. 
even thoueP some prov is ions o f  this 
section appiv to nrouucts now  regulated 
as rievices. (A t one time, a s inele set o f  
regulations covered drags and devices. 
FDA  recodif ied its regulations to 
estab lish S i ih ch ap te rC on  d n m  iMarch 
2 7 .1 3 7 5 :4 0  FR 129901 and Suhchnnter I I 
on medical devices I Feb m a r /  1 3 . 197G:
41 FR 889ti|.)

A lthough § 200.50 has continued to 
app ly  to a l l  contact lens so lutions, th.s 
regulation a lone is not enough. A s  is 
exp la ined in the p reamb le  to the mi<» r n  
O TC  drugs. a  packaging requirement 
shou ld lie sunp lemenied with a 
requirement o f  a distinctive ind ica to r o r  
b u rn e r  to entry which, if b reached o r  
missing, indicates tampering. a3 w e l l us 
a labeling statement to enab le 
consumers to detect tampering through 
know ledge that a tamper-resistant 
feature has been inco rpora ted into the 
package design. The inadequacy o f  a 
packaging requirement a lone is 
demonstrated by recent incidents in 
which ophtha lm ic O T C  drug products 
subject to 5 2tX)2j0 m ay  have been 
malic ious ly  adu lte rated , with 
subsequent in jury to consumers. A  
distinctive indicator nr ba rr ie r  to entry , 
and a la ud ing  statement describing the 
purpose o f  the tamper-resistant fea ture  
and cautioning against purchase if ihe 
feature were  b roken o r absent, might 
have p rov ided add it iona l security in 
these cases.

Accord ing ly, FDA is now removing 
from j  200.50 those prov is ions tli.it
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pertain tc contact inn ' so lutions and 
tablets used to make these so lutions n r  
is estab lish ing these prov is ions in tier 
4 603.10. FD A  also is publishing new 
i  £03.12 apply ing to these so lutions : r.d 
-.ablets the same tamper-resistant 
packaging and labe l ing rec ir . re r 'ents as 
ara being app lied to C T C  cirues. For 
b rev ity  and efficiency, FDA  is 
incorporating into this ru lemaking 
proceeding the preamble  to. and ihe 
administra t ive record of. the fina l ruie 
or. O T C  drugs and certain cosmetics 
pub lished e lsewhere in th’ s issue c f  the 
Federa l Register. FDA  also  is removing 
from |  200.50 the orig inal 1972 effective 
date prov is ions , which no longe r are 
re levant.
EFFECTIVE d a t e s :  The regulations 
become effective in three steos. The 
requirement that a tamper-resistant 
package be used is e ffective Feb rua ry  7, 
1603 tor lens soiutions in liquid form. 
which are more vu lne rab le  to tempering 
than a re  tab lets used to make these 
solutions. Because o f  the requirement in 
3 209.50 o f  a sea led package, some o f 
these products a lready shou ld be 
packaged in con form ity  with the new 
requirement o f  a tamocr-resisiar.t 
package, An effective date o f  M ay  5.
1933 is p rov ided fo r  application o f  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 o f  tampering a re  more diff icult 
io app'y to tab lets without creating 
visiu ie evidence that tampering has 
occurred, Fo r  a l l  products, the labe l 
statement nnd the requirement o f  a 
distinctive indicator c r b»rrie r so entry 
are a ls o  effective on May 5 . 19C3. I DA 
beiieves that longer effective dates fo r 
those products fo r  which malicious 
udu lterution is less l ike ly  w i l l  permit 
manufacturers to comply more quickly 
with the requirement app l icab le  to the 
more susceptib le products without 
undue risk to consumers. Tha la ter 
e ffective date fo r the labe l statement 
and distinctive barr ie r requirements 
recogni7.es that these requirements, 
a lthough important, a re  not as urgent as 
the need for adequate tnmnur-resisiant 
packaging, and that it m ay  take more 
time to arrange fo r the labe l ing and 
package design changes mat must be 
made io comply  with these prov is ions ot 
the regulations.

The time limits selected by FDA  a lso 
take into account in formation provided 
lo  the agency by the P ropnc ta rv  
Association, and re levant to this rale, 
concern ing the capacity o f  the OTC  drug 
industry to acquire necessary Otickugiug 
equipment end integrate it into iheir 
production systems. As is discussed in

further detai l in the OTC  drug rule 
c gbiished e lsewhere in this issue c ;  the 
Fe ..o ra i Register, making ali the new 
re-qi.ti’ mer.ts effective immediuteiv c r at 
the : r d  o'" a compara t ive ly  snort period 
o f  time, such as 3 montns. w ou ld  imnose 
a serious strain on the packaging 
mti-ntnery industry to produce, and on 
affec ted manufacturers to accu ire  and 
put ir.to piiice, the equipment needed to 
produce tamper-resistant packaging.

These reguiations app ly to a l l affected 
products p roduced in retail packaging 
on o r  a fte r the effective dates. App ly ing 
the same effective date to products 
p roduced ear l ie r than the effective da le  
w ou ld  require immediate w ithd rawa l 
from  the reta i l she lves c r  noncomply ing 
products a fte r 3- o r  6-month effective 
dates, a result that wouid be imuracticai 
and disruptive to health care. Because o f  
the need fo r the a ffected industry to 
avo id  further incidents o f  tampering, 
and tne incentive the industry has to 
maintain consumer confidence in OTC  
drug and cosmetic products, tne aeency 
nmictDates that manu factu re rs w i l l  take 
prompt action to implement the 
p r o v s io n s  o f  those regulations even 
be fo re  the mandato ry  effective dates. 
F L A  beiieves that, fo r this reason, the 
market wiil be signif ic jintiy dep leted or 
p rouucts in non-tempei-resistant 
pacKcpiue within a re lat ive ly short 
pe riod ct iinte.

h ow e ve r ,  in o rde r to assure that at 
some ae f ined mture date uil o ruuucis 
covered  by  tha rule tire conta ined in 
tampcr-resistant packaging (a lthough 
vvitnotu tne la tie lmg o r  instinctive design 
requirement) , even io the reta i l leve l, the 
agency is estab lishing a retuii leve l 
e f fective dare o f  Feb rua ry  6.190-1 niter 
which a l l  proriacts packaged be fo re  Mav 
a. 1983 must be in compliance with the 
requirement tiici they be packaged in 
tamper-resistant packaging. (Products 
packaged a fte r the May  5 .1 98 3  e ffective 
date must bo in compliance with a ll 
uspects o f  the regulations a fte r that 
date, without regard to the retail leve l 
e ffective date. Products packaged afte r 
the Feb rua ry  7 .1903  effective date must 
be in compliance with tho tamper- 
resistant packaging requirement afte r 
that date, without regard to the retail 
leve l e ffective date.) The aeency 
beiieves tha! manufacturers wii l bo 
encouraged lo  convert their product 
packaging to the non-tumper-resuitant 
vurie 'v  soone r tf products meeting that 
requirement o f  the regulations tn.it are 
packaged be fo re  M ay  5. 1903 are not 
subiect to tiie retail leve l effective date 
with rentier:! to the labe l ing anil 
d istinctive design requirement. 
Accord ing ly , the retail level e ffective 
date w i l l not app ly to the labe l ing and

distinctive indicator o r barrier to entry 
requirements o f  the reguiations.

The agency acknowledges that it may 
prove diff icult to meet this effective 
date, in that event. FDA  must consider 
whether rem ova l o f  al! products that are 
not m compiiance as o f  that date mav 
have an adverse impact on the 
ava i lab i l i ty  or some products in the 
marketp lace and consequentia l 
disruption o f  health care. It is s iso  
poss ib le  that the quantity of 
noncompiy ing products remaining cm the 
market by that time w i l l  be negligible, in 
which case a retail leve'. effective date 
may  be unnecessary. Because o f  the 
uncerta inty invo lved in attempting to 
estimate the circumstances tha: will 
prevail at the time o f the retail leve l 
effective date, the agency wi l l rev iew 
the need fo r such a cate and what the 
date shou ld • afte r it has had an 
opportun ity to determine the effects o f 
this regulation on the marketp lace. Such 
rev iew  w i l l  take p lace long enough 
be fore the retail leve l 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  iviil 
consider requests fo r stays tn the ret.ti! 
leve l effective date on a cdse-bv-cuse 
basis.

A l t e r  tne retail ievei eft'ecti\e date, 
p roducts remaining on retail she lves 
that were nackaged be fo re  May 3. 1903 
that are not packaged i r  tamper- 
resistant packaging w i l l be considered 
adu lterated and m isbranded. G iven the 
unique circumstances that have made 
these regulations necessary . FDA  will 
consider ail feasib le a lte rnat ives to 
dealing witii noncompiying products 
remaining in trade channels.

I f  manufacturers cannot obtain 
necessary  equipment in time to comply  
with the effective date p rovis ions, it 
m ay  be necessary to stay the effective 
da le  fo r  particu lar products to avo id  
disruption o f  tho market for these 
products. Stays under the citizen 
petition procedures in § 10.30 (21 CFR 
10.30) nmy be requested fo r any aspect 
o f  the regulations, including those 
relating to the labe l statement and  the 
use o f  a distinctive ba r r ie r  to entrv,

The agency wil l accept petitions fo r  
s tavs o f  the effective date, but on ly  if 
manu lactu rers and packers adequate ly  
demonstrate  that thev have taken a ll 
reasonab le  steps to app ly  tamper- 
resis iaui packaging technology to their 
products, but cannot comply by the 
effective date or cannot get new labeling 
printed by the e ffective date. The 
showing must include a description o f 
tin.* tampcr-resistant packaging 
technology the petit ioner p roposes to 
use; a rJescripiion o f  ihe facilit ies arid
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equipment needed to app ly  that ‘ 
technology: a timetable identify ing the 
date when  ihe techno logy *.vas chosen, 
the dare when  the facili t ies and  
equipment w i l l  be ava i lab le  f o r  appiving 
ihe technology to the product, and  the 
da le  by  which the product wi l l b e  in 
compiiance w ith the regulations. A  
lengthy s tay  w i i l  no t be granted i f  the 
petitioner has selected a technology that 
wil l require  a  substantia l period ot time 
to obtain and app ly  and  the petit ioner 
could , without undue expense, 
adequate ly  compiv w ith the regulation 
by using another technology. T o  assist 
the agency tn. handling any petition fo r  a 
stay o f 'he e ifective crate or for an 
exemption fo r  a  covered product, it is  
requested that the submission he  c lea r ly  
identi fied on  the enve lope as either a 
"Request tor Exemption UomTanrpe r- 
Resistant Ra le "  or "Reo.uest fo r  S la y  o f  
Tamper-Resis tant Rule ." 11‘ a firm 
submits both a  stay and an exemption 
for the same product, it is requested that 
each petit ion tie son muted senarate ly in 
• Us own enve lope  d e a r ly  marked  as set 
forth above . Further, tf a  firm submits 
comments on. the unai ruie. they should 
be submitted separate ly la  the agency 
nnd not combined with either a request 
for a stay o r  request fo r an exemption.
Legal Authority : Preemption

The? new requirements' in 5 000.72 fo r  
contact lens solrtfrons and talents, l ike 
those thar .ire being moved to 7 iiilfMO. 
a re  issued tmdirr section 501 I d  o f  the .icf 
(2r U-S.C, 33 t(c f) . This provis ion 
requires deuces  to  [tossess the strength, 
quality, and pur ity  they arc represented 
to have. See Dean RubberM b'. Co. v. 
U n ited  States. 1136 F. 2d lo t  (nth Cir. 
Ifltld). Because contam ination by  
tampering o f  contact fens lohm'orw and 
tab lets could cause the requirements to 
be vio lated, FDA is authorized lo  impose 
packaging s tandards and re lated 
labeling requirements reasonan iy  
designed to prevent seen coniam ination.

Other authority f o r  the regulations is 
found 111 sections 5021c). 513. and i'tJIfa) 
o f  the act (21 U..S.C. .TTCfc). ;!60|eL and 
371(a)). S.-ciiun 502fc) o f the act deems .1 
device to km misbranded " I f  any wont , 
statement, o r  o ther in fo rmation required 
by or under au thon tv  o f  this Act to 
appear on  ihfe lobe) o r labeling is  not 
proniincniiy p laced thereon with such 
conspicuouaness |a» computed wt'.h 
other wonhr, statementa. designs, or 
devices, in the labeling) and 111 sucn 
terms as tn render it i ikeiv to lie read 
m il under itoo/l by the o rumary  
mdivuli i. fi under custom.irv conditions 
o f purchase and use." Section .Via ot the 
act authorizes die u s tn b lisnm un i o f 
requirements to provide reasonab le  
assurance o f the so le ly  and

effectiveness o f  devices, such as contact 
Ien3 so lu t ions and tablets, that are 
c lass i f ied  into c lass Hi (p remarket 
app rova l ) .  Section 701(a ) o f  the act. 
authorizes the promulgation o f 
regulations, such as these, fo r the 
eff ic ient enforcement o f  the foregoing 
provis ions o f  the act.

State and loca l requirements 
app licab le  to tamper-res is tan l packaging 
wou ld  be  preempted, fo r the reasons 
given in the OTC  drug document and 
because o f  ihe express preemption 
p rov is ions fo r  medical device 
requirements in section 521 o f  the act (21 
U.S .C . 350k).

FD A  could also promulgate G00.10 
and GQ0.12 under the authority in section 
520(f) o f  the act (21 U .S .C  2G0i(f)I to 
issue good manufacturing practice 
regulations. The agency is not reiving on 
section 520(f) , howeve r ,  because it lias 
ample authority under die other 
provis ions d ie d  above . In addition, 
considering both the need to act 
promntly to respond to recent tampering, 
incidents and die fact tii.it FDA is 
mere ly strengthening a current 
packaging requirement, the d e la y  dial 
wou ld be entai led in complying with the-  
requirements o f  section 520(f) o f  the act 
o f  issuing a proposed ruin, obtaining 
adv iso ry  committee recommendations, 
and holding ait o ra l hearing wonid be 
unacceptabh? ami unnecessary .
Although FDA's current good 
manufacturing practice regulations I'21 
CFR Part HTCe require device pn rxaqe i 
to lie " d i r r e e r e d  and constructed to 
protect the device from  admleratmrr o r  
damage during tne cusromnrv conuiriontr 
o f  processing, storage, humiiiiiq, and 
distr ibution" (21 CFR 02(7. M0), tilts 
p rovis ion does not speci f ica l ly  address 
tampering. The current good 
mamii’. ictnnns practice reguiations a re  
in nc rway superseded o r otherwise 
a ffected by  this rnieintiKinq.
G ood  Cause To L::;iw 0 F inalJleuiib ition

The Administrative Procedure Act 
and FDA regulations p rov ide  that a 
genera l m ince o f p roposed rulemaking 
need not be pub lished tn the Federa l 
Register when rite agency fo r good cause 
finds that "notice and public procedure 
* * * a re  impracticable , unnecessary. o r  
contrary to the oubhc in'erest." 13 U.S.C. 
55 :i |b) lU |, 21 CFR 10.-H»1e ) | l | . )  A« 
(ll.scicisei.) above .and in tltc preamble lo 
ihe O T C  drug ruie. the problem') caused 
by mniicio'ts tampenng a r r  muitiule ami 
pose signif icant public health ciirxermi. 
As reports oi each new  incident oi 
malicious tampering receive w ide 
exposure ta ihe news nnsii.L the 
l ike lihood 01 further sim i la r incidents 
incn-.tses. It is cieuriy m the rmhiii: 
in ieresl 10 move quick ly fi> eslauiieiv

uniform regu la to ry  s tandards that will 
enao ie  manufacturers to implement 
larr.pec-reswtnnt packaging ana b o d in g  
requirements as e i i k i e n u y  and 
expetiiriaiisiy as posm c le .O n ly  by 
ar.fir.g qu-ukly can the agencv hope to 
reduce the i.ke lihood that add it iona l 
tampering wiil occu r o r  that other 
innocent purchasers w i l l  be  harmed, in 
add it ion , a rap id re sponseshou ld  
enhance agency e fforts t o e d c c a ie  
purchasers in; a tenmq them to the 
probiems and should help res io re  nubiic 
confidence in  tne integrity o i  hea lth  care 
products irt the marketp lace.

The new  re act cements are based or> 
standards and  technolcey suggested by 
and discussed with repn ienta t ives oi 
the O TC  drug manufacturing industry. 
Based in part 011 those d iscussions, 
which ate lecunoiouicai ly  ro le v an 1, ta tha 
packaging and labeitnc o f contact .cns 
soiutions .inc. tab lets , the agency 
be lieves that ‘ iie niquiniracntr. . .re 
rnasonau ie  and that the. umeu ia ie  for 
compliance is attauiauie-

Theretons. th *  agency h a s  conc luded 
that because adequate protection ot me 
p'.ihiic health rireuiJLH that ti>e new 
tampor-resisi .in i p.icx.miny niut l . iUeuru 
requirements be implemented as quic.nv 
as possible , ‘.n e re is  good cause 10 i isue  
these regulation:! s a fina l ruie. See 
genera lly Hercu les , inc. v .
Frviriir.nuunoi i ’ra .action  gcjicv, j j . t  
F.2; l !H .  1 2 6 1'J C. C .r. 11)711).

rue  .u'.cncv is providinw .1 50-dav 
comment period am i w i l l  rev iew  
curetmiy a l l  common.‘s su f im i l t e ac e rm g  
th.it period to tiotormar.u the 
approp ria teness qr ihe rev isions to me 
fina l rule.
Economic U jns i t le ra t io rw

Tin? “.gency has ca re fu l ly  considered 
the econom ic  effects o f this ru le  am i tt.t* 
condutied that it is not .1 ma io r ru ie  
under Executive O rde r  1229! and wouid 
not have u significant impact on a 
substantia l number o i  sma l l  entit ies 
under the Regu la to ry  F lexib l i ty  Act. 
Most manufacturer*! a lready  must 
coinpiy with .01 existing regu la tion 
( V 21)0.30). A l lhoug lt each oiiich 
manuiar.turer w i l l  have  to e xam ine  ihe 
more specific new packaging 
ret |u iremenis fo  ensure r.timuiiaticc widi 
them. .mu some may have to  improve 
existing packag ing  the costs expected n> 
be incurred by manu factu re rs  to comply 
'.vilh fi le packaging requirements are 
exne rtsd  to he small .  M .inu tacu re r r r  .,i 
contact l. i ia so lu t ion s  and t.iblets wiil 
need to comply  wuh the new 
requirements o f  a lab e l statement and a 
distinctive, ind icator o r ha rr ie r *0 entry . 
Thu discussion id economic 
considerations in the. ntcamfiic to 'he
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OTC  drug regulation, published 
e lsewhere in this issue o f  the Federa l 
Register, is re levant to the economic 
impact o! the new label ing requirements 
to contact lens solution and tablet 
manufacturers. Because this provis ion is 
issued ns a final rule without being 
preceded by genera l notice o f  proposed 
rulemaking, a final regu la tory analys is  
under section 004 o f  the Regulatory 
Flexibility Act (94 Stat. 13G7) is not 
required, in any event, the ru le would 
not have a signif icant impact on a 
substantia l number o f  small entities.

FDA has determined under 21 CFR 
25 .24 |d )(13 j (p roposed December 1 1 . 
1970: 44 FR 71742) that this action is o f  a 
type Inal does not ind iv idua l ly  or 
cumulative ly have a signif icant impact 
on the human environment, Thereiore . 
neither an environmenta l assessment 
nor an environmenta l impact statement 
is required.
List o f  Subjects
21 CFR Fart 200

Drugs. Prescription drugs.
21 CFR Fart 000

Administrative practice and 
procedure. Medical devices.

There fore , under Ihe Federa l Food. 
Drug, and Cosmetic A r t  (secs. 5111, .102, 
515. 521. 701. 52 S lat . 1049-1051 as 
amended. 1055-1050 as amended. 90 
Sti l l . 552-559. 574 (21 U.S.C. 351. 852. 
:H»0c, 3(i0k. 371)) and under 21 CFR 5 .1 1 
as revised (see 47 FR iOOlO: April 14. 
19112). Paris 200 and 1100 are amended as 
fo l low s :
PART  200 —GENERAL

1 . Part 200 is amended in § 200.50 by 
revising paragraphs (a I and |c), lo read 
as fo l lows :
S 200.50 Ophthalmic p reparations and 
d ispensers.

( a ) ( 1 ) In fo rmed medical opinion is in 
agreement tiiat a l l p reparations offered 
o r  intended fo r ophtha lm ic use, 
including prepara tions fo r  c leansing the 
eyes, should be sterile. It is further 
evident that such prepara tions purport 
to lie o f  such purity and quality as lo be 
suitu lile fo r safe use in the eye.

(2) The Food and Drag Administration 
concludes that a l l such preparations, if 
they are not sterile, fa l l be low lluur 
protessud standard o f  purity or quali ty 
and may be unsate. hi a statement oi 
po licy issued on September 1,191)4. the 
r o o d  •uid Drug Administrat ion ruled 
that liquid prepara tions o ffe red or  
ipii.-iideil fo r ophthalmic use that are not 
ster. le  may In* regarded as adult) Mted 
iviii .in the moaning o f  section 5 b l |c |  o f 
ilie Federa l Food. Drug, and Cosmetic
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Act ftlie act), and. further, m ay  be 
deemed m isbranded within the meaning 
o f  section 502(j) o f the act. This ruling is 
extended to affect a l l prepara tions for 
ophtha lm ic use. By this regulation, this 
ruling is app licab le to ophthalmic 
prepara t ions that are regulated as drugs. 
By the regulation in § GOO.IO o f  this 
chapter, this ruling is app licab le  to 
ophtha lm ic preparations that are 
regulated as medical devices.

(3) The containers o f  ophthalmic 
prepara t ions shall be steri le at the time 
o f  fi ll ing and closing, and the container 
o r  individual carton sha ll be so sea led 
that Ihe contents cannot be used without 
destroying the seal. The packaging anti 
labeling o f  ophthalmic prepara t ions that 
a re over-the-counter drugs sha l l a lso  
comply  with § 211.132 o f this chapter on 
tamper-resistant packaging 
requirements.
4 t « » «

(c) Eye cups, eye droppers , and other 
d ispensers intended for ophtha lm ic use 
should be sterile, and may be regarded 
as fa l l ing be low their pro fessed 
standard o f  purity o r  qua lity if they are 
not steri le . These articles, which are 
regulated as drugs if packaged with the 
drugs with which they are to be used, 
should be packaged so as to maintain 
steri l ity until the package is opened and 
be labe led , on or  within the retail 
package, so as to a f fo rd  adequate 
directions and necessary warnings to 
minimize the hazard at' in jury result ing 
from contamination miring use.
PART  G 0 0 -G E N E R A L

2. Part (100 is amended by adding new 
Subpart D. to read as fo l low s ;
Subpart B— Requirements lo r  Specific 
Medical Devices
Set
lllta.lt) (8mt::i.t lens solution: sterility.
IUHt.12 Cools... lens solutions and tablets: 

tnmper-resiMmit pocknmng.
Anllmritv: Secs. 501. 50.1, 51.1 521, 701.(12 

Stat. PM'—1051 as amended. 1053-1050 as 
amended, on Slat. 112-M9. 574 (21 U.S.C. 351, 
352, IIDIIe, 300k, 371).
Subpa r t  B— Requ irem en ts  f o r  Spec if ic  
Monica' Dev ices
§ 000.10 Contact lens so lu tions: sterility.

( a ) ( 1 ) In fo rmed medical opinion is in 
agreement that a l l p repara tions o ffered 
o r  intended fo r ophtha lm ic use. 
including contact lei s solutions, should 
be sterile. It is further evident that such 
prepara t ions purport to he ot sucn purity 
and qua li ty  as lo lie suitable io r  sate use 
m the eve,

(2] The Food and Drug Administration 
coneivuies tli.it all such preparations, it 
liu-v are  nut sterile. I .. I be low  tiieir

‘•Rules and Regulations 50453

pro fessed standard o f  purity o r  quality 
and may be unsafe, in a statement c f  
po licy issued on Seoterr.ber 1 . 1SG4. the 
Food and Drug Adm in istrat ion ruied 
that liquid preparations o ffe red or 
in lander fo r ophtha m:c use that are net 
sterile may be regarded as adu lterated 
vvitatn ihe meaning o f section 5011c! o f  
the Federa l Food. Drug, and Cosmetic 
Act I the act|. and. further, may be 
deemed misbranded within the meaning 
o f  section 502'j) o f  the act. By this 
regulation, this ruling is app licab le  to ail 
p reparations io r  ophthalmic use that are 
regulated as medical devices, i.e.. 
contact lens so lutions, By the regulation 
in § 200.50 o f this chapter, this rukr.g is 
app licab le  to ophthaimic prepara tions 
that a re regulated as drugs.

(3) The  containers snail be steriie at 
the lime o f fi ll ing and closing, ana the 
container or ind iv idual carton sha l l be 
so sea led that the contents cannot be 
used without destroying tne sea l . The 
packaging and labeling o i these 
solutions sha l l a lso  comply with j  £00.12 
on tamper-resistant pacxacine 
requirements.

(b) Liquid ophthalmic prepara tions 
packed in muitiplc-riose containers 
should:

( 1 ) Conta in one  o r  more su itab le and 
harm less substances that w ii l inhibit tne 
growth o f microorganisms; or

(2) Be so packaged as to vo lum e and 
type o f conta iner and so labe led  as to 
duration o f  use and with such necessan  
warnings as to a f fo rd  adequate 
protection and minimize the hazard  of 
in jury resulting from contamination 
during use.

(c) Eye cups, eye droppers , and other 
d ispensers intended fo r  ophtha lm ic use 
should be sterile, and may be regarded 
as fading be low their pro fessed 
s tandard o f  purity o r  quality if they are 
not steri le . These artic les, which are 
regulated as medica l devices unless 
packaged with the drugs with which 
they a re  to be used, shou ld be packaged 
no as to maintain steri l ity until tho 
package is opened and bit labe led , on or 
within Ihe retail package, so ns to a f fo rd  
adequate directions and necessa ry  
warnings to minimize die hazard  o f  
in jure resulting from  contam inat ion 
during use.
Ii 0C0.12 Contact lens so lu t ions : 
tablets: tampcr-resistant pucxaging.

(a) General. Un less  contact lens 
solutions used, fo r examp le , to c lean , 
disinfect, wet. lubricate, rinse, soak , or 
store contact lenses and salt tab lets to 
be used to make any such so lu t ions are 
packaged in tampcr-resistant retail 
packages, there is the oapo rtum tv io r  
the malicious adu lte ra t ion o f  these
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products-with risks bo th  to individuals 
who unknow ing ly  purchase adu,iterated 
products and to the pubiic health through 
the loss o f  consumer confidence in the 
security o f  the packages o f  over-the- 
counter | OTC  J health co re  products. The  
Food anu D rag  A tim imstrahon has 
the au ihon tv  and responsib i l i ty  under 
the Federa l Food, Drug, and C.nmerrc 
Act (the act) to- estab lish a  uniform 
nat iona l s tandard fo r  tamper-resistant 
packaging o t those O TC  products 
vuineraDie to malic ious adairera lion 
that w i l l  improve the secur ity  o f  O T C  
packaging ami help assu re  the sa fe ty  
;mu e ffectiveness o f  the products 
contained therein. A contact lens 
so lu iion ortabLet fo r  reta i l sa ie  that fs 
not packaged in a tampcr-resistant 
package and  labe led  in accordance with 
this section is adu lte rated under section 
501 o f  the act o r  m isbranded under 
section 502 o f  the act. o r  hath.

(b l  Requirem ent fo r tamper-resistan t 
package. Each manu factu re r o r  packe r 
who packages fo r  reta i l sa le  a product 
regulated as a  medica l device that is a 
solution intended for use with contact 
lenses, e.g.. f o r  c leaning, disinfecting, 
wetting, lubricating, rinsing, soaking, ot 
storing contact lenses o r tablets tu be 
used ia  m ake any  such so lu t ion snail 
package the product in a tamper- 
resistant package. A tampcr-resistant 
package is one hav ng an  indicator o r  
h om e r  to entry which, if b leached or 
missing, can  reasonab ly  be expected to 
provide v is ib le evidence to consumers 
that tampering has occurred. The- 
indicator o r  barr ie r tn entry is reunited 
to he distinctive by design or by the use 
o f  an  identify ing characteristic . A  
tamper-resistant package may invo lve  
a n  imiuediate-ountumur and c losure 
system o r  seconda ry -oon ta inu ro r  carton 
system o r  any  combination o f systems 
intended to prov ide a visua l indication 
o f  package integrity. The tainper- 
ros is tao i feature should, remain intact 
wiien hand led in a reasonab le  manner 
during manufacture , distribution, and 
reta il d isomy.

(c) Labeling, Each reta i l package o f  a  
product suh |cc i io paragrapii (h f o f  this 
section is required to contain a 
statement that is prominent ly p laced so 
that consumers are a lerted to ihe 
tamper-resistant feature o f  Ihe package. 
Thu labeling statement is required to be 
so placed tli.il it w il l be unaffected i f  the 
tamper-resistan! feature o f  the package 
is lire,-idled o r  missing.

|d |  R ctitiesu  to r exemptions from  
packag ing nnd inbeinn: requirements. A  
manu facture r or packer may request an 
exemption troin l i ie  packaging and 
labeling requirements o f  this scutum. A 
request io r an exemption is required tb

be submitted in ihe fo rm  c f  a  citizen, 
petit ion under s 10.50 o f  this chan te r and 
snonid be  c ieat iv  identi f ied on  tne 
enve lope  ns a “ Request fo r  Exemption 
from Tamper-res is tant Ruin." A petit ion 
fo r  an exemption .rcm a requirement a t 
this section is required to contain the 
same k ind o f  in fo rmat ion  abou t the 
product as is specified f o r  OTC i r o n s  in 
§ 211 .132(d) o f  this chap te r . Th is  
in fo rmat ion  co l lec tion reatnrsment. has 
been approved by the O ff ice  o f  
Management and Budget under number 
001 CM) 150.

(ef Products sub feet to  approved  
pre  m arke t approval applications.
Holders  o f  app roved p remarke t 
app rova l app lica t ions f o r  products 
subject l o  this section a re required to 
submit supp lement" to p rov ide  fo r  
changes in packaging to com p ly  w ith tne 
requirement o f  paragraph (b ) o f  this 
section unless these changes do not 
affect the comnnsttion o f  the container, 
the torque (t ightnessI o f  the container, or 
the composit ion o f  the c lo su re  
component in contact w ith  the contents 
(cap l in e r  o r  innersea l) as these fea tu res 
are described in the approved p remarke l 
app rova l application . O th e r  changes in 
packaging sha l l  be the subject o f  a 
supp lementa l p re rnarke l appro vnl 
app lica t ion wnich is requ ired to  inc lude 
data sufficient to show  that these 
changes no not n d v o rm iv  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 be low  except 
to the extent that the manu facture r o r  
packer has ob ta ined a n  exemption f rom  
a requirement;

( 1 ) In itia l effective d a ta  fur packag ing  
requirements, (i) The packaging 
requirement in pa ragraph fir) o l this 
section ta effective on Februa ry  7, l'JOS 
for each contact lens so lu t ion packaged 
on o r  after that date, excep t fo r tin; 
requirement in pa rag raph (o f  o f  thi3 
section fo r  it distinctive ind icato r or 
barrie r to entry.

(ii) Tha packaging requirement in 
paragraph |b |  or this section is e f fec t ive 
on M ay  5. l ‘J03 to. each tab let that is to 
be used lo  make  a contact lens solution 
and that is- packaged o n  o r  a fte r that 
date.

(2) In itial e ffective (kite fa r labeling 
rpquiivmenur. The requirements in 
paragraph (b ) o f  this section fo r a 
distinctive ind ica to r o r  bu rne r to ••utry 
and in paragrapn (c.| m  tlua section fo r a 
labeling statement a re etfective on May 
5. 1'Jlt.f f o r  each product souiect lo thts 
secinm and packaged a n  o r n i te r  ui.d 
date.

(3) R e ta il feve! effective date . The 
tamper-resistant uacxagir.? recuirerr.eii; 
c f  paragraph tb ) o f  mis sect'.cn :s  
effective on  Feb roar.* ti. 1S£4 fo r  eacn 
product subiect ta this section that :s 
heid to r  saie at retaii leve l cn o r  a fte r 
that c ‘ e that w as  cac.<aggd be fo re  M av  
5 . 1983. T h is  dees net tnc ipce :ho  
requirement m paracropn (p i o: this 
section mat the indicatcr c r  e a rn e r  to 
entry  he distinctive by ceststT. Braducts 
packaged a f te r  M a ?  5 .1 983  must be in 
compliance with a i l  aspects o f  the 
reguiations without re g i r a  to tire re ta i l  
le ve l e ffec t ive cate .

Interested pe rsons  rnnv. cn o r  be fo re  
Decemner 6. lfJOZsBbmit m  the Dockets 
Management Erancn fa c o re s s  above ) 
written comments renam ing  this 
p r o p o s a l .T w o  r o p i r s  o f a ny  comments 
are 'o  be submitted, except that 
ind iv idua ls mav suumit one copy. 
Comments -ire to be identi fied with the 
docket number -'our.a 'n brackets  in tne 
heading o : this document. R e c e u cd  
comments mav ne seen ,n the office* 
above between *l a.m. ana  4 p.m., 
M onday  inrocgn Frtffiiv.

Effective it.ites. These racu ia t i rn s  a re 
etfective '. 'over.t ier 5 . 19321 v.irn the 
fo l low ing excr.rticns:

( I f  Section ZOt.kd l,tH3).
(21 Sections eh0.10 la t |3l  ar.ti <aj0.:2 !bt 

an il (Cf.
F o r  the cffcctr.re dates annricahlt* to 

the mectt.eu sections. see  > j  217.17.2 
(pub lished ersewnero in tms i s s u e e i 
Fede ra l Register! arts: <100.12 . f l . Those- 
sections provide that the packaging 
requirements are in itia l ly e f fec t ive on 
February 7. 1983 l o r t . i c n  liquid contact 
lens so lution product packaged on o r  
a fte r ib.it da le . The  distinctive ind ica to r 
o r  barr ie r tn entrv and the la u d in g  
requirements for a i l  contact len s  
so lution products, as well as the 
packaging requirements fo r  tab lets 
inton led to make sucn solutions, a re  
In it ia l ly  effective on May 5 , 10113. 
Products p aekuo ro  prior to M ay  S. ! ? 8 3  
and held to r  sue ; at the retai l leve l musx 
be in compliance wtth the tamper- 
resistunt packag ing requ irement , but not 
the uistinctive rnu ica ro r o r  ha r r ie r  io  
en t ry  o r  iabeiinq requ irements o f  the 
reguiations by February t i  J!)m.
(Secs. SOI. 502.5r5. 521. t t t .  3 2 Stat. tC-gt- 
1051 vi .iitfimiid. 1055-ttlSfl as.imenceil. •:<] 
St.il. .752-5.','.). 57) 121 t.’ S I ', ;.st. j.52, '«wv_ 
300k. 271!)
Arthur f lull If.iTes. )r..
Commisstneer crF.nnt ar.d Drugs.
R ic h a rd  S.Schweiker.
Secretary a i i t im li : am i I tmnc.n k e r . icvs.

Dale d; November J. 'o j l l i 
17- n»-V4 »*lrO 11 — i  V!* m*n\
OULjM&CCGE 4 K W I - U
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13iS Secretary Richard S. Schweiber said today its tas formally approved and 

sent to “the Federal Itegistor fe r publication uniform siandanis for nooprescripiicn 
drug aanufocturero to  fo iled  in providing taaper-recistant packaging for th e ir  
products—effective s i thin 50 days in cany cases-

Kanufaciurtrs could choose- assong various techniques—seals* shrink bands, and 
bubble or s tr ip  packs, for example— cut ticuld be required to highlight the barrier 
with o d istinctive dasign that would be herd to  duplicate. Each product would 
a lso  have to prominently display an advisory that the product should not be pur­
chased or used I f  the seal or barrier was not in tact ’.rften the product was bought.

FDA Ccaaaissioner Arthur llull Hayes J r . , H .D ., said the regulation “allows 
loanufacturcrs f le x ib il ity  at to which aeiheds o f tsaper*resistant packaging ’.rill 
be used., He rea lia s  new methods are being developed a ll tfc« time, and tre went to  
encourage new protection M thods,* said Dr. Kayes.

"UMIa i t  is  v irtua lly  impossible to aake any package tapper-proof, i t  is  
possible to aanufactors packages in such a Ay th a t tampering is such more d i f f i ­
c u lt , and that 1f a product is tampered with, i t  can nore easily be detected by 
a careful consigner,- Schveikar said . “That 1s tho intent of this regulation.*

The regulation is  a result of the tempering— the opening and re fillin g  of 
Tylenol capsules with cyanide after they le ft  the aanufacturer—which k illed seven 
people 1 ri the Chicago area at the er.u of September and other reports of product 
tampering sinco that time.

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

(Hore)
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1 iqu.ci drugs (including s i r u p s } > except Scoicai denaacolcgic products. TTss
% ,

nos pa edg ing  '.rcuid also be required in S3 days cn certain e c s ta t ic  products 
fchafcaay.ba susceptible to barcporing, such as southsasibos.

• In ICO days tablets and suppositories—-thick i n  considered loss susceptible 
to S p a r in g — 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 p rio rity  in obtaining tha technology and aachinery needed ta 
oako tha* secure.

a
Also a t  160 days-, tho label statement and tho d istin ctiv e  design ror barriers 

T70U?d be required. This delay recognises tho practical d i f f ic u it ie s  these feature 
oay pose, although scxe aacufacturers say be able to beat the deadline by oonths. 
In fa c t scse expect to begin aarxating products in new tacper-resistan t packages 
uithin tho next few ^ceks. In Io aonths, no over-the-counter drug ecu id be sold 
without taaper-resistont packaging.

Sinca the Chicago deaths, OT  and the :eajor rami facta re rs o f  nonpros crip ticn  
drugs biYe been xorking together to review w a t technology and roachinery is 
ava ilab le , and hro to asost e ffective ly  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 fa ith , and I believe th is regulation vilT give thest the uni fora national 
standards they need," said Schseiter.

i a }



§ 11.-16.410 A l a s k a  S t a t u t e s  § i u 5 ̂ g
(Effective Jairuary 1, 19SO) ^

Sec. ll.-itj.4S0. Criminal mischief in the first degree. (a) A person i 
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 

f a jervice rendered to the public by a utility or by an organization which 

;Wr» with emergencies involving danger to life or property, he d a m a g e s  

cr tampers with property of that utility or organisation and causes 

substantial interruption or impairment of sendee to the public;

, (2) with intent to d a m a g e  property’ of another by the use of -widely 

r tiingerous means, he d a m a g e s  property of another in an a m o u n t  

ii axceeding $100,000 b y  the use of widely danagerous means; or

(3) he Intentionally d a m a g e s  an oil or gas pipeline or supporting 

I facility.

£^(b) Criminal mischief in the first degree is a class B  felony. (§ -1 ch

SLA 1978)}>«*>- -
h‘: ' Crwe reference. —  As to liability fo r  Am. Ju r . reference. —  .14 Vm. Jar . ,
'r~ ewroction of property by minors, see AS Malicious Mischief, 5 1 ct sen.r; Ostma.
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FY B;3 FY o4 FY Hb FY Bo 1 rt H7 * h  LS :

OPERATING 1 I
iUU PERSONAL ScRVICES 1
200 TRAVEL 1
300 CONTRACTUAL 1 1
400 COMMODITIES 1
500 EQUIPMENT i
600 LARD ft STRUCTURES 1 i
700 GRANTS, CLAIMS, ETC 1

101 AL UPERAl ii.'G • x 1 1
* bee Analysis.

CAPITAL r 1 1

REVENUE | 1 1

FUNDING: (Thousands of Dollars)
GENERAL FUND 1 1 1
FEDERAL FUNDS i
OTHER (Specify Source) 1 1 i

1

POSITIONS:
FULL- I 1 Fit 
PART-TIME 
TEMPORARY

j i
| \

1
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FISCAL NOTE
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Page 2

IV. ANALYSIS

ro9dyd !"’ thc • » » * « < »  which would t o e *  . eric 

occurrences, arrests, or ccn''ic' ioM'for°t'in'?tJ0 • t|le t'nr,ual number of 
a food, drug, device ol- ™ " M t i d " L I Z  J , W U " ?" !««" "  c o w r c s  t

estimate can be made regarding tlio 'fiscal impact o?J^ i s ’p r d ! » s e d 1 e g i I u « o n
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STATE OF ALASKA 
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REQUEST

Bi i i/Resolution No.: :’3 :i7
T i t l e : " . . .  tanoerir.g v i  t i . . . f ooc.
Sponsor: p.g u . Lassen

II. FISCAL DETAIL
Agency nffectec: Zac'rz-s-r.z cr Lav
Prcaram Catecorv Arfectec: Ac-in. cr : . s

requestor: House Ji^icicrv
BRl', Program of Subprogram's ) nrfactec:

Prosecution
EXPENDITURES/REVENUES: (Thousands cf Dollars)

rY 63 1 rY 84 I rY £5 I rY £6 t FY-37 r t £S 1
OPERATING 1 I 1 1 1 i

100 PERSONAL SERVICES 1 1 1 I ! i

200 TRAVEL 1 1 1 1 ! !
300 CONTRACTUAL 1 1 t I 1

400 COMMODITIES ! 1 ! 1 1

SCO EQUIPMENT 1 1 1 1 1

600 LAND & STRUCTURES 1 1 I 1 l

700 GRANTS, CLAIMS, ETC 1 1 1 l11 1 1 l i i

iuial operating 1 —0— 1 -0- l - 0 -  ! -U- i - ' j - - -

LnF 1 I r\L

REVtNUc

FUNDING: (Thousands of Dollars!
G o N o RAL rUND
FEDERAL FUNDS
OT h c.R (Specify Source)

POSITIONS:
FULL-7 iME -0- 1 -0- 1 -0- -0- 1 — J-
PART-TIME 1 1 ! 1 1
TEMPORARY 1 1 1 1 1

L. . 1 1 1 1 |

SOURCE OF FUNDS TO OFFSET FISCAL IMPACT OF SILL:

A •1 ' I VC T C • A,‘mnL , u i u : n

Prepared By:

ttacn a separate page for any Analysis
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STATE OF ALASKA 
FISCAL ,’IOTE | rev 13' on OstS

REQUEST Ii. FISCAL DETAIL
Bill/Resolution Mo.: rouse Gill i!o. 247 Agency rtrrectae:

S  "  •

.6 -" -  
H o  -  7 -

j-  .- X

rip*: i ~n '« jCC'o* ;̂ 9r'v’ Zr

Sponsor: Reo. Lisna BRU, °rcarem of 3Jbcrccr=nvv5;■ nffeetea:
Requestor: Judiciary Committee Adult Confinement^ 7 ;

EXPENDITURES/REVENUES: (Thousands of Dollars) ’’A'-T . .
H i S3 | FY 84 1 P i 85 1 r i 8'i ir-r r i z z

OPERATING 1 1 i 1
1UU PERSONAL SERVICES ‘ I I I !
200 TRAVEL 1 1 1 i 1 •
300 CONTRACTUAL I 1 1 l 1
400 COMMODITIES 1 i i
500 EQUIPMENT i l l !
600 LAND A STRUCTURES 1 1 !
700 GRANTS, CLAIMS, ETC | 1

1
iU i AL OPERAiI MG , * , r |

* jee Analysis.
CAPITAL ! 1

REVENUE

FIJMDIMG: (Thousands of Dollars)______________________________
GENERAL hI.J11D j
FEDERAL FUNDS j..... ~ 7 ..... i ~ ~
OTHER (Specify Source) I I i i

POSITIONS:
FULL-TIME I I 1 i i
PART-TIME 1 1 1 i i *
TEMPORARY 1 i i i i

1 1 ! I 1

III. SOURCE OF FUNDS TO OFFSET FISCAL IMPACT OF BILL:

IV. ANALYSIS: Attach a separate page for any Analysis

, /J .-///
Prepared By: Roner C. Lr.noe L .  f  l< Phone: ^65-3376
Division: Aduii. corrections 2 :__________ z z z z  Date: n o n  i i. ; .

Approved by Commissioner\ f c f r  / ,</.•>, i / /  Date: ^  / ' ? / 7  3
Department:___ Health A Social services

Distribution:

original to Legislative Finance
Copy to Office of Management and Budget (for Legislature introduced bills) 
Cony to Department (for Governor introduced bills)

Copy to Sponsor
Cony to Requestor (if different from Sponsor) 3/3/3S*





COMMITTEE REPORT

SENATE

F U RT HE R

D a t e :

Mr. Pres id ent :

The C o m m i t t e e  on  has had

un de r c o n s i d e r a t i o n  and (a m a j o r i t y  of the c o m m i t t e e )  (the c o m m i t t e e )  
repo rts  it back with  the f o l l o w i n g  r e c o m m e n d a t i o n s :

[ ] do pass [ ] do not pass

[ ] do pass with a t t a c h e d  a m e n d m e n t s (s )
[ ] same title

[ ] re pl ace  with CS f o r _____________________________________________ [ ] new title

and re c o m m e n d s  ____________________________________________________________________

[ ] AND a t t ac h es  a "Let ter  of Intent" [ ] New F.scal Note

[ ] repor ts  it back w i t h o u t  r e c o m m e n d a t i o n

[ ] re fe rr ed  to t h e ______________________________________________ C o m m i t t e e

M E M B E R S  S I G N I N G  M E M B E R S  HA VI N G
DO PASS OTHER R E C O M M E N D A T I O N S  :

C H A I R M A N



* % b l U ?  lAJ) STATE OF ALASKA

FISCAL NOTE R e v i s i o n  Date 6/J3 /8 3

I. REQUEST
BiIT/Resolution No:SCSCSSSHB 258(SA) 
Title: Special Investment Tax Credit 
Sponsor: Hayes & Szymanski
Requestor: Senate State Affairs

II. FISCAL DETAIL
Agency Affected: Revenue
Program Category Affected: Coll. & Mgmnt
BRU, Program of Subprogram(s) Affected:

EXPENDITURES/REVENUES: (Thousands of Dollars)
I FY 83 I FY 84 | FY 85 I FY 86 I FY 87 I FY 86T

OPERATING 
100 PERSONAL SERVTC'L'S 
200 TRAVEL 
300 CONTRACTUAL 
400 COMMODITIES 
500 EQUIPMENT 
600 LANDS & STRUCTURES 
700 GRANTS, CLAIMS, ETC.

T
T

T
T T

TOTALUPEronW

romr
r "REVENUE’ T
FUNDING: (Thousands of Dollars)
I GENERAL" FUND
I FEDERAL FUNDS
I OTHER (Specify Source)

POSITIONS:
I FULL-TTMT 
I PART-TIME 
I TEMPORARY

III. SOURCE OF FUNDS TO OFFSET FISCAL IMPACT OF BILL:

IV. ANALYSIS: Attach a separate page for any Analysis.

Prepared By: U n c e n t  D. Wright Phone: 465-2173

Division: Revenue - Research Date: 6/13/83

Approved by Commissioner: -y\ Date: 6  //*//?_3
Department: 1^  Revenue

Di stribution:
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



Analysis of SCSCSSSHB 258 (SA)

The Incorporation of this expanded credit 1n effect would 
reduce state taxes as a deductibl? Item at the federal level 
and thus Increase the federal tax take.

The Impact of this bill 1s negative to the state 1n terms of 
lost revenues. Since the bill 1s Intended for new facilities, 
the effect cannot be assessed until they are completed and 1n 
operation.
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J u n e  16, 19S3

S e n a t o r  B i l l  Ray 
P o u c h  V
Juneau, A l a s k a  9 9 8 1 1  

D e a r  S e n a t o r  R a y :

T h e  A l a s k a  F e d e r a t i o n  of N a t i v e s ,  Inc. L a n d  C l a i m s  B o a r d  w h i c h  
r e p r e s e n t s  all of the t w e l v e  R e g i o n a l  C o r p o r a t i o n s  e s t a b l i s h e d  
u n d e r  th e  A l a s k a  N a t i v e  C l a i m s  S e t t l e m e n t  Ac t m e t  in a B o a r d  
m e e t i n g  on T u e s d a y ,  J u n e  14th and p a s s e d  the e n c l o s e d  r e s o l u t i o n  
in s u p p o r t  of th e i n v e s t m e n t  tax c r e d i t  l e g i s l a t i o n .

W e  a s k  y o u r  s u p p o r t  for th e  l e g i s l a t i o n  w i t h  th e s u g g e s t e d  c h a n g e s  
o u t l i n e d  in t h e  r e s o l u t i o n .

T h a n k  yo u for y o u r  c o n s i d e r a t i o n  a n d p l e a s e  ca l l o u r  o f f i c e  s h o u l d  
yo u h a v e  an y q u e s t i o n s .

J a n i e  L e a s k  
P r e s i d e n t

Integrity Pride in Heritage P ro g re ss



A L A S K A  F E D E R A T I O N  OF  N A T I V E S ,  INC.

R E S O L U T I O N  8 3 - 0 1

W H E R E A S ,  th e A l a s k a  F e d e r a t i o n  of N a t i v e s ,  Inc. (AFN) 
f i r m l y  b e l i e v e s  t h a t  the d e v e l o p m e n t  of  g a s p r o c e s s i n g  
f a c i l i t i e s  and th e  d e v e l o p m e n t  an d m i n i n g  of m i n e r a l s  in the 
s t a t e  w i l l  h a v e  s u b s t a n t i a l  b e n e f i c i a l  long- a n d  s h o r t - t e r m  
e f f e c t s ,  i n c l u d i n g  p r o m o t i n g  fu ll  a n d  s t a b l e  e m p l o y m e n t ,  
c r e a t i o n  o f e x p o r t  m a r k e t s ,  p r o m o t i o n  of the d e v e l o p m e n t  of 
o t h e r  n a t u r a l  r e s o u r c e s ,  a n d  d i v e r s i f i c a t i o n  of the e c o n o m y  
of the state; a n d

W H E R E A S ,  A F N  f i r m l y  b e l i e v e s  that  an i n v e s t m e n t  tax 
c r e d i t  d e s i g n e d  to s t i m u l a t e  p r i v a t e  i n v e s t m e n t  in gas 
p r o c e s s i n g  f a c i l i t i e s  an d m i n e r a l  d e v e l o p m e n t  w i l l  a c h i e v e  
the  ab ove  g o a l s  on a h i g h l y  c o s t - e f f e c t i v e  b a s i s  for the state.

N O W  T H E R E F O R E  BE IT R E S O L V E D  by the B o a r d  of D i r e c t o r s  
of  the A F N  that A F N  s u p p o r t s  th e e n a c t m e n t  of i n v e s t m e n t  tax 
c r e d i t  l e g i s l a t i o n .  A F N  s u p p o r t s  l e g i s l a t i o n  s u b s t a n t i a l l y  in 
the f o r m  of the a t t a c h e d  S e n a t e  C o m m i t t e e  S u b s t i t u t e  fo r the 
C o m m i t t e e  S u b s t i t u t e  for S p o n s o r  S u b s t i t u t e  for H o u s e  B i l l  
N o . '288 w i t h  t h r ee  e x c e p t i o n s :

First, in o r d e r  to h a v e  a m e a n i n g f u l  i m p a c t  in 
a c h i e v i n g  the g o a l s  n o t e d  ab ove , th e l i m i t a t i o n  a p p l i e d  in 
s u b p a r a g r a p h  (k) (p. 3, li n e 8) s h o u l d  be a p p l i e d  o n l y  on a
pe r  p r o j o c t  bas is .

S e c o n d l y ,  the  a u t o m a t i c  r e p e a l  of th e b i l l  c o n t a i n e d  
in s e c t i o n  4 (p. 3, l i n e  29) e i t h e r  s h o u l d  be r e p l a c e d  w i t h  
a " s u n s e t "  or l e g i s l a t i v e  r e v i e w  date, or at l e as t s h o u l d  be 
l i m i t e d  to new  p r o j e c t s  r a t h e r  tha n l o n g - t e r m  p r o j e c t s  a l r e a d y  
in e x i s t e n c e  a n d  in the p r o c e s s  of c o m p l e t i o n .

F i n a l l y ,  A F N  f i r m l y  b e l i e v e s  that a n y  a m e n d m e n t  
c r e a t i n g  a fo r m of  "I TC  R e v i e w  B o a r d "  w i l l  o p e r a t e  to s e v e r e l y  
p o l i t i c i z e  the p r o c e s s  of m a j o r  i n v e s t m e n t  in the s t a t e  an d 
e f f e c t i v e l y  n e g a t e  the b e n e f i t s  of the tax c r e d i t  in its 
p r e s e n t  form.

Integrity Pride in Heritage .P ro g re ss



CERTIFICATION OF RESOLUTION

I h e r e b y  c e r t i f y  t h a t  the f o r e g o i n g  is a full, true  
a n d  c o r r e c t  c o p y  of t h e  r e s o l u t i o n  a d o p t e d  by  th e L a n d  
C l a i m s  B o a r d  o f  the  A l a s k a  F e d e r a t i o n  of N a t i v e s ,  Inc., at 
a m e e t i n g  o f  s a i d  d i r e c t o r s  c a l l e d  an d h e l d  on the 1 4 tn 
d a y  of  Ju ne, 1983  a t  w h i c h  a q u o r u m  w a s  p r e s e n t  an d  v o t i n g  
a n d  t h a t  s a i d  r e s o l u t i o n  w a s  s p r e a d  u p o n  the  m i n u t e s  of 
s a i d  m e e t i n g  a n d  is n o w  in f ul l f o r c e  an d e ff ec t.

W I T N E S S  m y  h a n d  a n d  o f f i c i a l  se al  this 1 6 t h  da y 
o f  June, 1983.

J a n i e  Le ask , P r e s i d e n t

W I T N E S S E D :

B e t t y ^ C o r s o n  
R e c o r d i n g  S e c r e t a r y
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S P E C I A L  I N V E S T M E N T  T A X  C R E D I T  L E G I S L A T I O N

As p r o j e c t i o n s  of  d e c l i n i n g  r e v e n u e  l o o m  in A l a s k a ' s  

n e a r  f u tu re , w e  m u s t  b e g i n  to d i v e r s i f y  o u r e c o n o m y  so th at  

b o t h  s t a t e  g o v e r n m e n t  a n d  l o c a l  e c o n o m i e s  ar e  not so h e a v i l y  

d e p e n d e n t  on o il  d e r i v e d  r e v e n u e s .  I h a v e  i n t r o d u c e d  

l e g i s l a t i o n  w h i c h  w o u l d  a c c o m p l i s h  th is  g o a l  by e s t a b l i s h i n g  

a s p e c i a l  i n v e s t m e n t  ta x  c r e d i t .  S u c h  a c r e d i t  w o u l d  a p p l y  

for i n v e s t m e n t s  to d e v e l o p  g a s  p r o c e s s i n g  f a c i l i t i e s  S o u t h  of 

the A r c t i c  C i r c l e  a n d  to  i n v e s t m e n t s  for e x p l o r a t i o n ,  

d e v e l o p m e n t  a n d  m i n i n g  of  m i n e r a l s  o t h e r  tha n oil  an d  gas  

t h r o u g h o u t  A l a s k a .  A  m a j o r  p r i o r i t y  of b o t h  m y s e l f  an d the 

H o u s e  M a j o r i t y  is d i v e r s i f i c a t i o n  of o u r  e c o n o m y .  I b e l i e v e  

e n a c t m e n t  of t h i s  l e g i s l a t i o n  w o u l d  g o  a l o ng  w a y  t o w a r d s  

a c h i e v i n g  t h a t  goal.

C u r r e n t l y  s t a t e  l a w  l i m i t s  the a m o u n t  of i n v e s t m e n t  tax 

c r e d i t  (ITC) w h i c h  is a l l o w e d  to c o r p o r a t i o n s  in c o m p u t i n g  

t h e i r  A l a s k a  i n c o m e  t a x e s  to  18% of th e a m o u n t  of i n v e s t m e n t  

tax c r e d i t  w h i c h  is a l l o w e d  for f e d e r a l  i n c o m e  ta x p u r p o s e s .  

So w h i l e  the F e d e r a l  I T C  is 10?., the A l a s k a  i n v e s t m e n t  tax 

c r e d i t  is o n l y  1.8?. C u r r e n t  lav/ a l s o  li mi ts  the ITC w h i c h  is 

a l l o w e d  in c o m p u t i n g  A l a s k a  i n c o m e  t a x e s  to the f i r s t  $20 

m i l l i o n  o f  q u a l i f i e d  i n v e s t m e n t  pu t i n t o  u s e  in the s t a t e  for 

e a c h  t a x a b l e  ye ar.  T h a t  l i m i t a t i o n  w o u l d  be r e m o v e d  b y  this 

bi ll.

Th e A l a s k a  ta x  c r e d i t  w o u l d  o n l y  a p p l y  to i n v e s t m e n t s  

w h i c h  a l s o  q u a l i f y  for the f e d e r a l  c r e d i t .  T h i s  is p r i m a r i l y  

p e r s o n a l  p r o p r t y  s u c h  a s tr u c k s ,  m a c h i n e r y  and m a n u f a c t u r i n g  

e q u i p m e n t .
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It w o u l d  n o t  i n c l u d e  ro ad s ,  b u i l d i n g s ,  ir.ine s i t e s  an d su c h 

t h i n g s  as f e a s i b i l i t y  s t u d i e s .  U s i n g  th e $1 b i l l i o n  Q u a r t z  

H i l l  m i n e  p r o j e c t  f o r  e x a m p l e ,  a v e r y  l i m i t e d  a m o u n t  o f  t h a t  

d e v e l o p m e n t  w o u l d  q u a l i f y  f o r  the  t a x  cred.'t. B u t  e n o u g h  of 

an i n c e n t i v e  w o u l d  b e  c r e a t e d  to a t t r a c t  i n d u s t r y  to A l a s k a  

that, c u r r e n t l y  is l o c k i n g .

T h e  p r o m o t i o n  o f  e x p l o r a t i o n ,  d e v e l o p m e n t  a n d  m i n i n g  of 

m i n e r a l s  an d  o t h e r  n a t u r a l  d e p o s i t s  in th e s t a t e  w i l l  

e n c o u r a g e  d e v e l o p m e n t  o f  A l a s k a ' s  n o n  o i l  a n d  gas m i n e r a l  

r e s o u r c e s .  T h i s  l e g i s l a t i o n  w o u l d  a l s o  a c c e l e r a t e  the 

d i v e r s i f i c a t i o n  of the s t a t e ' s  e c o n o m y  a n d  e m p l o y m e n t  base.

O n e  n e w  a d d i t i o n  to t h i s  l e g i s l a t i o n ,  n o t  i n c l u d e d  in 

the v e r s i o n  w h i c h  p a s s e d  the  H o u s e  l a s t  s e s s i o n ,  is i n c l u s i o n  

of ga s p r o c e s s i n g  f a c i l it ie s.  S o u t h  of  t h e  A r c t i c  C i r c l e .

T h e r e  are  a r e a s  in A l a s k a  w h e r e  e s t a b l i s h e d  i n f r a s t r u c t u r e ,  

a c c e s s  to ice fr ee  p o r t s  an d  s u b s t a n t i a l  a m o u n t s  of 

u n c o m m i t t e d  r e s e r v e s  o f n a t u r a l  g a s  c o m b i n e  to p r o v i d e  g r e a t  

p o t e n t i a l  for g a s  p r o c e s s i n g  d e v e l o p m e n t  a n d e x p o r t  a c t i v i t y .  

T h e  d e v e l o p m e n t  of t h e s e  g a s  p r o c e s s i n g  f a c i l i t i e s  w i l l  

p r o m o t e  full and  s t a b l e  e m p l o y m e n t  a n d  m i n i m i z e  a d v e r s e  

p o p u l a t i o n  a nd  e n v i r o n m e n t a l  i m p a c t s .

I e x p e c t  th e i m p a c t  on s t a t e  r e v e n u e s  u p o n  e n a c t m e n t  of 

thi s l e g i s l a t i o n  w o u l d  b e m i n i m a l .  W h i l e  initial?.}' t h e r e  

w o u l d  be be a s l i g h t  lo ss  of r e v e n u e ,  the  lo ng  r a n g e  g o a l  to 

p r o m o t e  i n v e s t m e n t  and  d e v e l o p m e n t  w o u l d  i n c r e a s e  non 

p e t r o l e u m  r e l a t e d  r e v e n u e  in f u t u r e  y e a r s .  Th e  i n v e s t m e n t  tax 

c r e d i t  is a t e m p o r a r y  tax r e d u c t i o n  d i r e c t l y  tie d to 

p r o f i t a b l e  i n v e s t m e n t  t h a t  w i l l  p r o d u c e  i n c r e a s e d  r e v e n u e s  in 

the  future. A d d i t i o n a l l y ,  i n v e s t m e n t s  in t a r g e t e d  i n d u s t r i e s  

m a y  s u b s t a n t i a l l y  e x p a n d  l o c a l  g o v e r n m e n t s  s a l e s  an d p r o p e r t y  

tax ba s es . If the P r u d h o c  b a y  c u r v e  is a c c u r a t e ,  and oil 

r e v e n u e s  b e g i n  to d e c l i n e  in t h e  l a t e  198 0 's , it is o u r  

r e s p o n s i b i l i t y  to p l a n  to of  f re t t h a t  d e c l i n e .  I am 

c o n f i d e n t  it w i l l  h a v e  the s u p p o r t  of the a d m i n i s t r a t i o n ,  

w h i c h  has s t a t e d  a d e s i r e  to r e a c h  t h i s  g o a l  as well.

- 2 -



26 § 6 1 3
IN C O M  I'. T A N K S

Ch. 1

£  U  \ j  x  k j

exceed 50 percent of the taxpayer’:! t;ix;il>lo income from tlie property 

(computed without allowance for depletion). For purposes of the 
preceding sentence, the allowable dedueti >ns I alma into account with 
respect to expenses of mining in computing the taxable income fiom 
the property shall bo decreased by an amount, equal to so much of 
any gain which (1) is treated under section 124ft (relating to gain 

from disposition of certain depreciable property) as gain from the 
sale or exchange of property which is neither a capital asset nor 

property described in section 1231, and (2) is properly allocable to 

the property. In no case shall the allowance for depletion under sec­

tion Cll be less than it would be if computed without reference to

this section.
(b) Percentage depletion rates.— The mines, Wells, and other 

natural deposits, and the percentages, referred to in subsection (a) ,

are as follows:
(1) 27</i percent— oil and gas wells. .

(2) 23 percent—  .

(A) sulfur and uranium; and
(B) if from deposits in the United States— auorthositc 

clay, laterile, and ncphclitc syenite (to the extent that 
alumina and aluminum compounds are extracted therefrom),' 

asbestos, bauxite, cclcstite, chromite, corundum, fluorspar, 
graphite, ilmcnite, kyanite, imea. olivine, quartz crystals', 

(radio grade), rutile, block steatite talc, and zircon, and/ 
ores of the following metals: antimony, beryllium, bismuth, j 

cadmium, cobalt, coluinbium, load, lithium, manganese, mor-V 
cury, nickel, platinum and platinum group metals, tantalum,’•! 

thorium, tin, titanium, tungsten, vanadium, and zinc.

(3) 15 percent—  £•*
(A) metal mines (if paragraph (2) (U) does not apply),?

rock asphalt, and vormiculitc; and .j*
• *

(B) if neither paragraph (2) (11), (5) or (G) (B) applies,‘t- 

ball clay, bentonite, china clay, sagger clay, and clay used 
or sold for use for purposes dependent on its refractory/'

properties. ,j:/j

(•1) 10 percent— asbestos (if paragraph (2) (11) does not npv., 

ply), brucitc, coal, lignite, perlite, sodium chloride, and wol-;'.

I.astonitc.
(G) “7VI: percent— clay and shale used or sold for use in Uilc 

manufacture of sewer pipe or brick, ami clay, shale, and flint*/ 

used or sold for use as sintered or burned lightweight 

gates. VlftV.\y-5 per cent—
(A ) gravel, peat, pumice, sand, scoria, shale ( except; 

shale described in paragraph (ft)), and stone, (except nton*,
* #MV\, »'l\
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(B) d a y  used, or sold for use, in tiic manufacture of  
drainage and roofing tile, flower pots, and kindred prod­
ucts; and

(C) if from brine wells—bromine, calcium chloride., and 
magnesium chloride.

(7) 15 percent—all other minerals (including, but not limited 
to, aplilc, barite, borax, calcium carbonates, diatomaceoiis earth, 
dolomite, feldspar, fullers earth, garnet, giisonitc, granite, lime­
stone, magnesite, magnesium carbonates, marble, mollusk shells 
(including clam shells and oyster shells) , phosphate rock, 
potash, quartzite, slate, soapstone, stone (used or sold for 
use by the mine owner or operator as dimension stone or orna­
mental stone), thenarditi*, tripoli, Irons, and ( if  paragraph (2) 
(15) does not apply) bauxite, flake graphite, fluorspar, lepidnlitc, 
mica, spodumeno, and talc, including pyrophvllitc), except that, 
unless sold on bid in direct competition with a bona fide hid to 
sell a mineral listed in paragraph (3), the percentage shall be 
5 percent for any such other mineral (other than slate to which  
paragraph (ft) applies) when used, or sold for use, by the 
mine owner or operator as rip raj ballast, road material, 
rubble, concrete aggregates, or for similar purposes. For pur­
poses of this paragraph, the term "all other minerals” does not 
include—

(A) soil, sod, dirt, turf, water, or mosses; or
(11) minerals from sea water, the air, or similar inex­

haustible sources.

(c) Definition of gross income from properly.— For purposes of 
this section—

(1) Gross income from the properly.— The term “gross income 
from the properly" means, in the case of a property other than 
an oil or gas well, the gross income from mining.

(2) Mining.—The term "mining" includes not merely the ex­
traction of the ores or minerals 1/om the ground hut also Ihe 
treatment processes considered as mining described in para­
graph (4) (and the treatment processes necessary or incidental 
thereto), and so much i f  the transportation of ores or minerals  
(whether or not by common carrier) from the point of extraction 
from tin* ground to the plants or mills in which such treatment  
processes are applied thereto as is not in excess of 50 miles un­
less the Secretary or his delegate finds that the physical and 
other requiicments are such that the ore or mineral must he 
transported a greater distance to such plants or mills.

(3) Extraction of the ores or minerals from the ground.—The  
term "extraction of the ores or minerals from the ground" in­
cludes the extraction by mine owners or operators of ores or mill-
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i I’H'dhIMi llnli'il III nilhnectloii Cl*), Dio li l lnwunco fo r  ileplet loii ur e r ilec- 
t lon f i l l  Hluill ho (ho pnreeiiln itf, npor lf le i l In niilmeetlon ( h ) ,  o f tlio uroiiB I 
Incoino f rom  Il io  property  oxdu i l ln i ; f rom  ntirh *:rosin liwoiiio mi iimount ' 
x'fjcul lo  uny renin o r  royiiltlntt puhl i .r In cn r rn l  hy the Imtpayer Hi renpect * 
o f  the property . Such ii llowunco iihutl not exceed (ill percent nf the tux- 
payor'n taxnhlo Income f rom  the p roperty  (computed without u l lowunro fo r  . 
d ep le t ion ) ,  l ' o r  purponen o f the precedlni; nonli’ nce, Die n l lowuh le  deduc- t 
l lonn taken In to account with renpect to expemien o f m ini in: In coiupii(Hi); 
Dm taxati lo  Income f rom  the property  nlm 11 lie tlecroatiod hy an amount , 
Oqual to no much o f any i;a ln which ( 1 )  In trea ied under nectlon 12 IS 
(m in t in ' ;  to nalii f rom  dlnponltlon o f  eorta ln depreclnhle p rope r ty )  nil o r- 
d lnu ry  income, and ( 2 )  In p rope r ly  a l locab le  lo  ‘.he property . In no cane 
nhall the a l lowance fo r  depletion undo' in Minn li', I he lean than II would 1 
ho I f  computed without re fe rence to thin . . jc t lon .

( h )  IV'rcontarro i le j i le l lon  rat i f . — The luliien, v.etln, and o th e r  iiutura l 
doponlta, and the percentaifen, re fe rred  lo  In nil tin* f t  Ion ( a )  a re  an fo l lnwn:

( 1 )  percent—  j
(A )  iiu lphur and u ra n ium ; and
( I I )  I f  f i om  depoiil ln In the United Staten— anorthon lte , lay, 

la te r l te , mid nep lm l l lo  nyeulte ( t o  r  e extent that a lum ina  and 
a lum inum compouudit a re extiacted (h u re f r om ) ,  anlneiton, haux- 
lie , celenDte, chrom ite , corundum , f luo rnpar , u raph l le ,  Umeulte, 
kyanite , mica, o l iv ine , i| u a rt 1 cryntnln ( ra d io  c ru d e ) ,  rut lie, block 
nteatlte talc, and r l rcon , uud oreii o f  toe  fo l low lu c  miMaln: ant i­

mony, he ry l l lum , h lsmuth , cadmium, cohalt , r o lum h lum , lead 
l i th ium , inancane.ve, mercury , niolyhdenuni. n ickel , p lnt lnuo 
and p la t inum  c roup  mel. i la , tan ta lum , tho rium , tin , D lan l i t tu , 
tuncRlen, vanad ium , and zinc.

( 2 )  117 |M«rront— | f  f rom  deposits In the United S lR tes—
(A )  go ld , s l ive r , copper, and Iron o re . and 
I I I )  o i l  sha l l ) (except sha le described In paragraph ( 5 ) 1 .

(11) I I  |K’ r re i i t—(A )  meta l mines ( I f  paragraph ( 1 ) ( 1 1 )  o r  ( 2 )  (A )  docs 110
a p p ly ) ,  rock asphalt , and vc ru i lcu l l to ;  and

(U )  If pa rag raph ( 1 )  (13) . ( S ) ,  o r  (G ) ( 1 ) )  does not apply 
ha ll c lay, bentonite., china clay, sagger c lay, and c lay  used <• 
sold f o r  use fo r  purposes dependent on Its re f ra c to r ) - p ropert lc  

( 4 )  10 |H’ D’ ent— ashos os ( I f  paragraph (1 )1 1 1 )  does not apply* 
hruclte , coa l, i lgn ltc , p e r l l le ,  sodium ch lor ide , and wollaston lte .

(•r») "M  percent— c la y  mid sha lo used o r  sold fo r  use In the man 
u facturn o f sewer pipe o r  brick , and clay, sha le, and s la te used o r  sol 
fo r  iiBc as s in te red o r  burned lightweigh t aggregates.

( I I )  A percent—
(A )  g rave l , peat, pumice, sand, scoria, shalo (except that 

described l.i pa rag raph ( 2 )  ( I I )  o r  ( 5 ) ) ,  und ato 10 except stun 
described In p.irngrnph ( 7 ) ) ;

113) c lay used, o r  so ld f o r  use, In the m anu factu re  o f  d ra in  
ago and roo f in g  ti le , f l ow e r  pots, and k indred products ; mu 

( 0 )  If f r om  b r lno  we l ls— bromine , calcium ch loride , an 
magnesium ch loride .

( 7 )  11 porc4<nt— a l l  o th e r  m ine ra ls , Including, hut not lim ited M 
upllto , barite , borax , calc ium carbonates, dlatomuceotm ea r th , did-, 
mite, fe ldspar , fi l l 0 in earth , garnet, g l luonlte, granite , Umestoui 
magnesite, magnesium carbonates, martdo, rno llm ik aticllit ( Inctudiu 
c lam Hhells and oynte r s h e l l s ' ,  phoaphatn rock , potash, oua r tz l t '  
nlnt.11, soapstone, atono (used o r  sold fo r  use hy tlio mine iwner o 
o pe ra to r  as d imension atono o r  o rnamen ta l s ton e ) ,  thenard l te , tr lpo i 
t rona , and ( I f  pa rag raph ( 1 ) ( 1 1 )  does i p .  app ly ) bauxite, fiek 
graphite , f lu o rnpa r ,  lep ldo l l te , mica, npodumane, and ta lc ( In c lm l l i  
p y ro p h y l l l t o ) ,  except that , unlenn aold on hid In d irec t compe l l i le . 
with a bona fide  hid lo  sel l a  m inera l listed In pa ragraph ( I I ) ,  Di 
percentage sha l l  ho 6 percent f o r  any  such o the r m ine ra l (o th e r  tha 
s late lo which pa rag raph  (f>) app lies ) when used, o r  sold fo r  us 
hy the mine owner o r  op e ra to r  an r ip rap, ba l last , road mate r ia l 
rubb le , concrete aggregates, o r  f o r  s im i la r  purposes. F o r  purpose 
o f  this pa rag raph , (he  te rm  " a l l  o th e r  m ine ra ls "  does not Include 

(A )  soi l , sod. d i r t ,  lu r f ,  water , o r  mosses;
(11) m ine ra ls  f r om  sea water , t l io a ir , o r  s im i la r  inexhaust l l i 

iiourcisi; o r
( C )  o i l  and gas wells , 

l ’o r  the purposes o f th is subsection, m ine ra ls  (o th e r  than sodium ch lo i lde  
in t ru d e d  from  brines pumped from  a sa l ine perenn ia l la ke  within i t  
Un ltm l S la tes  sha l l  not tie considered m ine ra ls  f r om  an InethaunU ld
source.

(c )  D e f i n i t i o n  o f  g ross Income . . 
section —

( 1 )  ( ) rn " s  Income f rom  Die ,
f rom  the p r o p e r ly ”  means In lm  ...... ............  .
oil o r  gas we l l and o ther I l ian a geothe rma l deposit , the grows luoimi
from  mining.

—  —  is ■— — — —

property . ’— F o r  purposes o f 11>I

•erty,— The  term "g ro s s  liicom 
.•use o f a p rope rty  o th e r  than 11
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Cook Inlet Region, Inc. suppor ts  passage o f the attached investment tax c red i t  

legislat ion because we bel ieve:

F i rs t ,  tha t the bi l l  wil l  encourage cr i t i ca l  addi t ional investments into the 

State o f Alaska's mining indus tr ies .  By encouraging investment in th is  

p resen t ly  marginal i n d u s t r y  th rough  a temporary tax decrease the State is 

encouraging the p r iva te  sector to accelerate the d ive rs i f ica t ion  of the 

State's economy and employment base.

Second, we believe passage o f this bi l l  sends a clear policy sianal tha t  the 

State is in terested in pa r t ic ipa t ing  and encouraging the mining in d u s t r y  by 

reward ing  successful  capital  investment in the State.

Some of the most common quest ions asked regard ing an investment tax c re d i t  in 

the State are answered as fol lows:

WHO QUALIFIES FOR THE TAX CREDIT?

All co rporat ions pay ing Alaska corporate income taxes to the State could ut i l ize 

the special tax c red i t  to the extent they invest in qual i f ied investment tax 

p ro p e r ty  in the mining i n d u s t r y .

WHAT IS "QUALIFIED INVESTMENT TAX PROPERTY?"

Qual if ied investment tax p ro p e r ty  is p r imar i ly  tangible personal p r o p c r t v ,  i . e . ,  

t r u c k s ,  manufactur ing equipment ,  etc. It does not include roads, b u i ld in g s ,  

mine si tes, feas ib i l i ty  s tud ies ,  overhead, etc. In a development pro ject the 

amount of q u a l i fy ing  p ro p e r ty  wi l l  only be a par t  of  the total investment in the 
p ro je c t .



c r

MOW IS THE INVESTMENT TAX CREDIT COMPUTED?

F i r s t ,  the amount o f  the actual investment in qua l i fy ing  p ro p e r ty  by a 

corpora t ion  is determined. Then the p ro p e r ty  is grouped by useful l ives and 

the fol lowing percentages are mult ip l ied times the p ro pe r ty  basis:

0 to 3 Years -0 -
3 to 5 Years -1 /3 -
5 to 7 Years - 2 /3 -
Excess o f 7 Years - A l l -

The resu l t  is then mult ip l ied by 10% to determine the tax c red i t .

For example, i f  a $10,000 t r u c k  having a 6-year  useful  life was purchased and 

used in a mining p ro jec t ,  $6,GG7 o f  the basis would qua l i fy  and the amount of 

the c red i t  would be $667, The $667 could then be used to reduce the corporate  

income tax due on the company's p ro f i t s .

WHAT IMPA CT WOULD T HIS B IL L  HAVE ON PROJECT IONS OF STATE

REVENUES?

The bi l l  should have a v e r y  minimal impact on c u r - c n t  pro ject ions of State 

revenues. At p resen t ,  on ly  minimal amounts are being invested in the mining 

in d u s t r y  by tax pay ing co rpora t ions .  I f  the passage of this bil l  succeeds in i ts 

intended purpose o f increasing the investment in these resources, the f iscal 

impact on State revenues o f the bi l l  should be posit ive ra ther  than negat ive . 

Add i t iona l ly ,  investments in the mining in d u s t r y  could substant ia l ly  expand local 

governments '  sales and p ro p e r ty  tax bases.

WON' T THE STATE I.OS E $82,000,000 ALONE ON THE U.S. BORA X 

DEVELOPMENT?

C er ta in ly  not. Th is  erroneous ca lcu la t ion , which was raised concern ing a 

simi lar bi l l  last yea r ,  was made by assuming nil o f  U.S. Borax's proposed one 

b i l l ion  do l la r  investment would fu l ly  q u a l i f y  fo r  the tax c red i t .  Obvious ly  the 

substant ia l  por t ion  o f  U .S.  Borax 's  investment wil l be for no n -q u a l i fy in g  

p ro p e r t y  such as roads, b u i ld in g s ,  housing and the mine development i tse l f .

- 2 -



Only a l imited amount wi l l  be expended on the actual mining equipment which 

would qua l i fy  fo r  the special investment tax c re d i t .

ISN'T THIS B IL L  JUST ANOTHER SUBSIDY TO A SPECIAL INTEREST?

The investment tax c re d i t  is not a subs idy  bu t  ra ther  a temporary  tax 

reduct ion d i re c t ly  t ied to p ro f i tab le  investment .  The impact o f the bi l l  is 

beyond any special in te res t  because o f the broad impact it hopefu l ly  wi l l  have 

on indus tr ies  that are Statewide.

WHY IS CIRI SO INTERESTED IN THE PASSAGE OF THIS B IL L ?

CIRI 's in te res t  in passage o f  th is  bi l l  is d i r e c t l y  related to the company's 

experiences in a ttempting to develop i ts na tura l  resource base inc lud ing Beluga 

coal, Seldovia chrome and o the r  h a rd ro ck  poss ib i l i t ies .  When ANCSA passed in 

1971 there was great optimism about releasing the "great weal th" held by the 

Native lands to the Regional Corpora t ions,  the stockholders and ind i re c t l y  to 

the State economy. To date , to the best o f o u r  knowledge, there is not one 

major subsur face estate development underway on Native lands. The p r imary  

reasons for  this are:

1. the delay in t ra n s fe r  o f the lands.
2. the long lead times necessary to locate and develop mineral p roper t ies .
3. the cost ly in f r a s t r u c tu re  requ i red  and the decl ine in metal pr ices.
9. the lack o f  adequate capital  by the Native Corporat ions for the tremendous 

investments requ i re d ,  and there fore  the need to locate and negot iate major 
joint ve n tu re  pa r tne rs  w i th  the exper t ise  and capital  necessary.

This bil l  assists in overcoming some of the problems with  a t t rac t ing  capital  and 

convincing joint ven tu re  p a r tn e rs  o f the posit ive State po ' icy towards 

development.

WON'T AN I NVESTMENT DECISION BE MADE I RRECARDI.ESS OF A TAX

CRED IT 7

This is an academic argument that has been debated for twenty  years since 

John F. Kennedy in t roduced the f i r s t  investment tax c red i t  in 1961. Since that

-3-



time the investment tax c re d i t  has been expanded and used on a Federal tax

basis to encourage investment in

(1) Histor ical  bu i ld ings  rehab i l i ta t ion
(2) Business energy  saving devices
(3) Research fac i l i t ies
(4) Single purpose a g r ic u l tu re  s t ru c tu re s
(5) Pol lution contro l  fac i l i t ies

C u r re n t l y  discussion is underway to extend the investment tax c re d i t  to

rehab i l i ta t ion  o f the central  business core of many of America's larger c i t ies . 

Based on the cont inued expansion of the tax c re d i t ,  i t  is reasonable to conclude

that the investment tax c re d i t  is an e f fec t ive  tool to encourage addit ional
investment in ta rgeted areas.



H O U S E  L A B O R  A N D  C O M M E R C E  C O M M I T T E E  

T E S T I M O N Y  O F  D A V E  H E A T W O L E  

for

H O U S E  B I L L  258 

A p r i l  5, 1983

M y  n a m e  is D a v e  H e a t w o l e  and I a m  h e r e  to r e p r e s e n t  A l a s k a ' s  m i n i n g  

i n d u s t r y .  I a m  C h a i r m a n  o f  the S t a t e  O v e r s i g h t  C o m m i t t e e  of the A l a s k a  

M i n e r s  A s s o c i a t i o n ,  r e p r e s e n t i n g  s o m e  1,600 m i n e r s  f r o m  l a r g e  and small 

c o m p a n i e s ,  and I h a v e  s p e n t  m y  e n t i r e  p r o f e s s i o n a l  c a r e e r  in the m i n i n g  

i n d u s t r y .

I b e l i e v e  all o f  y o u  c a n  a g r e e  wi t h  m e  t h a t  m o s t  A l a s k a n s  are v ery

c o n c e r n e d  a b o u t  b r o a d e n i n g  o u t  s t a t e ' s  e c o n o m i c  base. VTny are w e  so 

d e p e n d e n t  u p o n  o i l  r e v e n u e s ?  W h a t  are we g o i n g  to d o  w h e n  the oil runs 

out?, ar e  q u e s t i o n s  f r e q u e n t l y  a s k e d  b y  A l a s k a n  p u b l i c  f o r u m s  I vr'nat I

w o u l d  l i k e  to d o  t o d a y  is g i v e  y o u  s o m e  idea w h a t  the f u t u r e  m i n i n g

i n d u s t r y  c o u l d  d o  for A l a s k a ' s  e c o n o m y  a n d tell  y o u  w h y  H o u s e  B i l l  258 is 

i m p o r t a n t  to s t i m u l a t e  m i n i n g  a c t i v i t y  in our st a te .

H i s t o r i c a l l y  m i n i n g  h a s  a l w a y s  b e e n  i m p o r t a n t  to A l a s k a  —  T h e  d i s c o v e r y  

of g o l d  at the t u r n  o f  the c e n t u r y  .led to A l a s k a ' s  f i r s t  g r o a t  e c o n o m i c  

boom. H a r d  r o c k  m i n i n g  b e c a m e  a c t i v e  in the e a r l y  1 9 0 0 's w i t h  the

d e v e l o p m e n t  o f  t h e  K e n n e c o t t  and A l a s k a - J u n e a u  m i n e s .  M i n i n g  w a s  the

m a i n s t a y  of A l a s k a ' s  e c o n o m y  u ntil m e n  and m a t e r i a l  r e s t r i c t i o n s  of the 

s e c o n d  w o r l d  w a r  f o r c e d  the c l o s u r e  of A l a s k a  m i n e s .  A f t e r  the war

p l a c e r  g o l d  m i n i n g  r e v i v e d  and is a s i g n i f i c a n t  p a r t  o f  A l a s k a ' s  c u r r e n t  

e c o n o m y .  D u r i n g  1982, th e  pl a c e r m i n i n g  e m p l o y e d  a p p r o x i m a t e l y  3,000 

A l a s k a n s  an d  c o n t r i b u t e d  a p p r o x i m a t e l y  $250 m i l l i o n  to the s t a t e ' s

ec o n o m y .


