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Grandfathered Drugs
of 1938

By BENJAMIN P. LEWIS JR. and ROY V. CASTLE JR.
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T he Drug Regulation Reform Act of 1978, in-
troduced into Congress on March 16, 1978, is
the largest overhaul of the federal drug law since
1938, when the Food, Drug and Cosmetic Act was
enacted. One of the areas of concern is a require«
ment for the manufacturers to submit individual
monographs on all currently marketed prescrip-
tion drugs.t-4 -
While the Drug Regulation Reform Act was not
enacted in the last session of Congress, it will un-

doubtedly be reintroduced in the upcoming ses-

sion. The Carter administration supposts an over-

" haul of the nation’s drug laws. .
Briefly, as described in the bill, 2 drug mono-

ph would:

e Identify the drug entity; -

e State the indications for its safe and effective
use;
. ® Describe the types of products that may be
licensed under the product;

e Prescribe standards and requirements for
products to be licensed. -

In addition, physician and patient labeling must
be issued for preducts licensed under the mono-
graph. For regulatory purposes, however, the

[abeling documents are not part of the monc&ra h .
t

and may be changed without going throu
procedures for amendment of a monograph.

It was not until the passage of the Food, Drug
and Cosmetic Act of 1938 that a New Drug Appli-
cation (NDA) was required for marketing any
drug product, as the regulatory mechanism for
insuring that all new drugs were cleared for safety
prior to distribution. The requirement for pre-
clearance for effectiveriess was added by the 1962
amendment. Before 1938 there had been no legal
requirement to have an NDA filed with the Food
antcl! Drug Administration (FDA) to introduce new
drug products into interstate commerce.

Following enactment of the 1938 law, drugs on
the market prior to that time were exempted or
~grandfathered,” and manufacturers were not re-
quired to file an NDA. The premise was that all
pre-1938 drugs were considered safe, and if the
manufacturer did not ‘change the product formu-
lation or indication, then an NDA was not re-
quired.

The proposed major revision in the drug law has
generated an interest within FDA's Bureau of
Drugs to identify all drugs in the marke_ri%lace
today that were marketed before 193B. These
commonly have been called the “pre-1938" or
“grandfathered” drugs. The purpose of this

undertaking was to estimate the number of
monographs that would be generated by
the pre-1938 drugs. :

Benjumin P. Lewis Jr., MS, is prescription drug la-

= beling officer and Ray V, Castle Jr.. MS, is a prescription
drug labeling specialist with the Bureaw of Drugs, Foodand

| T NP Administeation, HED-107, Rockville. MDD 20857.
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The list beginning below identifies
names of prescription drugs and
therapeutic chemicals on the market

Schwarz Pharma

cal supervision and.a prescription,
This amendment required drug man-
ufacturers of prescription-restricted
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icals. This is not an all-inclusive list,
and not to be considered a final re-
source. The purpose of f|]::uf.-rlishing it

in 1938 an‘d currently marketed in drugs to label with the Rx legend and at this time is to solicit from readers
1978 in which the trade name of the  made it illegal to place this legend on any additional listing of the pre-1938
product hag not changed in the inter-  drugs not so restricted. drugs. The author welcomes any
vening 40 years. Some of the names The procedure used in retrieving  comments by readers. ©
listed are not considered tradenames  the pre-1938 drugs and chemicals Refe
by today’s standards but are generic ~ was as follows: lem;enc.es“ . I
and were marketed by that name, ®* A comparison was made be- "oF 1978, Tt Xjﬁiumﬁm&i s
gnme c;f the products listed are the meim the 1977-1978 and the 1938 oufc H;:I,rh. Education and Welfare, Washington,
subject of approved NDAs, however,  Red Book.?# i —
v " for a variety of reasons. For example: ® The list was verified against the - m“:?"é.i'ﬁ::l EE:; Bl .'F:"..'.‘..'f’“?.,?:.:."";;'
® Some products have additional  FDA list of currently approved but E‘iﬁ 1978.
dosage forms ag'pmved since 1938; not discontinued NDAs, antibiotic ~ * 5% Wél A Pil 85th Congesos, 2nd Sensiom,
® There has been a change in for- application Form 5s and abbrevia ted 4.5.,2755, Congrossional Revord. Senats, March 16,
mulation; ; New Drug Applications (ANDAs) for 1978, pp. S-3573-8-3503.
2 N k g . Vol. 13: i
i ® There has been a change in an the period 1938-1978 (trade name) to . I.?.","ﬂ?g,?ﬂf roncby iy };E,'f:‘:’;ﬂf'""
indication; - determine whether an NDA and 6. A Brief Legialative History of the Food, Drug and
® A firm has decided to submitan ~ ANDA were filed %° If an NDA or mﬂgmﬂ- T Iy ledate ad
NDA on its product for somereason.  ANDA was filed, this information is theams, Sidbcommiregs e ivm,f{mm?n:" Evi.
The products listed may or may  included in the remarks column, ronment, 93rd Congress, 2nd Sevsion, Commit-
not require a prescription, owing to * For informational purposes on- ﬁ"g’:j,ﬂ‘:&j‘- o Somermw Frinting OF-
changes instituted in the original - 1{: the list was then compared with 7. Red Book 1977, Drug Topics, Medical Economics
drug law, such as the Durham-Hum-  the American Hospital Formulary gﬂmw_mr. Oradle.l]. A o
phrey Amendment passed in 1951,  Service (AHFS) to categorize these B aﬁ-‘m.mmv"aflxxx?m. P bt
which requires a prescription ‘for  drugs into a theraieutic category.!t {May) 1938,
drugs that cannot be used safely  Not all drugs and chemicals were as- % E;T‘skﬂ::ﬁ; E?ﬁi:kn?ﬁ L;;‘eim
without adequate medical supervi-  signed an AHFS number because NY (Now.) 1908 e
sion. Underutlhis amendment,-drugs  their indications were not specific. 10. Approved Drug Products, Availabillty of Interim
were divided into two classes: those ~ Many package inserts and physician SR ad 0“"“5' Administration, Fel. Regist,
£ =127, une 30} 1976, (Avallable as PB
that could be used safely in self-med-  labeling references now include an 281 345/A5 From National Techeical Informatisn
ication and sold without prescription ~ AHFS number, i Svélaﬂlﬁf‘id; VA M
(known as aver-the-counter or OTC " The listing is divided into two sec- Society. of ;;;‘im"’l',";“ il mﬁhlhin;::n':
drugs) and those that required medi-  tions: drugs and therapeutic chem- DC, te7s,
Proprietary Products Manufactured in 1938 and Currently Manufactured in 1978 .
I. Prugs
il i e e T T I M ST S T TTm M on e o R R Sl e O S |
Manufacturer Mapufacturer AHFS* =~  Curpent ' » - . o Manufacturer Manufacturer AHFS® = Cutremt =
Mame of Drug 1938 . 1977-1978 - Category NDA Status™ * ;> 'Name of Drug 1938 1977-1978  Category NDA Status™ " =
Parke-Davis:;12:12, 52124, .. " Den-caine B-B - Ulmer - Ulmer - - 5216, g4i08 = o7 niio: £
. e . - S = Benredrine  : Smith Kline  Smich Kline - 28:20 - M17017—spaniule-
Unieed il 5 - & French - &Fremch.:' - N83oop—tablet- -5
- Tizmad T T Berssa ' Reche Reche = NOQ240—alixir- <
*T 0 Seatle 7 U40i28, B600 numerous NDAs - " Benlin § Lilty - Uiy --- = = ot e
i - Bumoughe-i 243 -, s oLt g e 10 Nl
' . Wellcomes, -, -, - i i Bromural . " Knoll: Mersk Kool - - w- < mag
Lilly W3 ie Wf [ -Butisol " MeNell . - MeNeil ., - 2a4 S e
R ey e B e et
Anthralin Abbott - Dermik el Bdu2st - AR B SR g L S8 T v e ik
Aphredes o= L :
VoOARD Ayerst Ayerst - “"Tegas " Nigoss Caffvine sodium Various Various - 2820
Aspasenon Norgine -  Kretschmar - - Z. oy .. bwnzoate . 8 =
Atabrine Winthrop  Winthrop * 0808, 10:00  N1S032— - 7 Galkideine Abbott Abbatt - 800 a
: G * injectable only . | - . Caléiphen Rorer ONeal, Jones - s
Atrobarb & Jenking Jenking ... [ "¢iT: . . 4o Feldman - o O]
123 © . e JooEmL % Cakium Various Various . - &nza o
Auralgan Dohg Ayerst " e L - chlaride ;oluiﬁ- - : ] s e )
Barbidonsa Van Pelt &  Mallinckrode m::lp:m- Various Various 68:24 v ;
Brown hate 10 per- ! : - :
Belbarb Haskell Arnar-Stang - ¢ent ampules Sw sy P
Belbarb ez Haskel Arnar-Stone " Calcium Levuli- Crovkes Corvit 68:24 2w m
g:,::z,'f’ Sa:do_:_ D:n: b . E:'rﬂ?l:i- Eﬁ;tlu E:il;llll‘)f . il:ﬂl' .
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Manufacturer Manufacturer AHFS* Current Manufscturer Manufacturer ‘AHFS‘ Cur g
- i renl 5%
Name of Drug 1938 1977-1978  Category  NDA Status Name of Drug 1938 1977-1978  Catepory  NDA Status™ i
: o A
Carbromal Caleo; Up- Blyline; 28:12 NO1592=tablets Krtachaol Searie Searle iy - ; 3
jobwm;Bluline  Freeman NO1177—tablets . - S k4
Cenclate Abbart Abbott Lextron Lilly Lilty 26:04.04 HI
Cerose Wyeth Ives 48:00 Lipa-futin - Parke-Davis Parke-Davis  68:32 R
Cheracol Upiohn Upjoha 4:00, 48:00 ] Liver extract  Lederle; Lilly;  Lederle; Lilly: 20:04.08 o
Choline Merek Baker: City . ; 3 ) Parke-Davls;  Parke=Daviy; B =
Chiloride . Chemical o G Valentine Valentlne . E P g e
Colchicine Abbott Abbott 92:00 Do Luminal Winthrop Winthrop  28:12, 28:24 < 0 T3
Congo rd Kirk Harvey; 36:08 Luminal podium Winthrep . Winthrop L 28:12, 28:24 ) " é
. solida ¥
&é‘h“& "‘ o o Ma;amum . Various Various n 28128602 - - L. - .3 ?f
Copavi i 28:08, 06200, e . sulfste 3 oy s UG eyl o
] Lﬂlr LI“Y i 4‘16“ 5 ‘_i. 8 , .-- o Ml‘h‘l’l‘ '- Wlnchrop - Wmthmp 5 28:12, 28:24 3 ".' 5 '.E g
Coramine Ciba' - _ Ciba- :a-zo S =R Mecholyl 7' - Merck. . .7 7> Baker T 1204 R 2 I
Cﬂ“ Roth Labs EWIWR* o A . Methenamine: - M' b 1 Vatwus KT ‘V“m--_ﬂ'{ —— -."“ ::_'_d
Cosanyl Parke-Davis Pirhe-Dlm 48500 l";‘:‘:‘:‘_"__ . » Abbore: m-‘fﬂ-- W_ L :_ 3'-3:-'-‘&:‘.. bR o R --‘] x4
Decholin Riedel de - Dome . s : Sailo | Metmmol-oiim Kooll =z, . Kaoll- = =1 282000% = . orviyE daawad ©
Sodium Haen .- - i gt - Mrtycalne ..+ ‘Lilly—"_ 43 Lily . S0 701 [ i i I |
Diacin Diacin Labs -~ Dandl Lnla = z bt Myu:hrylu Merck Sharpe- Muek;ham 6000 ~ R SRS B
Digifortls .  Parke-Davia . Parke-Davis, 24:04 e e e saha &Dohm ™ & Dohme * - -~ -""-'- C e STEALEFETY
Digiglasine . l-lll?‘ Y it L Lilly - e 7724 “ﬁ-mﬁ"ﬁ_,."ﬁ T g - cr——— sl
Digltalia . Various """ e VaTIOUB gl 24i04 SR sisa ') Naftalan < ARLs Sum “HArh i ;_;‘_ .__"___ e Sy |

- [l
r

C FREARE :gg

Digozin Burroughs- .. Bumuglu- .',,'24:04 7
] i Nembuta) : .- Ahbutt LILAbboE . o284 0 NMZM—!Iillr - s

Dihyden- - Winthrop ; - Phlll Rmncésau iew ,‘ B e, e, | Nem xE o Shermeeas Wlnrlu'op 12:12, 5224, . P
tachysteral - W Synephurine T R . 3 L
Dilantin E‘arkl-Da'rk FI!'M-DIH-.Z&I.S Nitroghweerin « Mﬂhﬂ‘ = ‘_"' Vamuu ; --_-:»u;u whel Mg d P
: = m jeks - -andi .,-I'M-: it g.,-« Nog?62—= =i - Nowvoesin +: - Winthrop - - ~Wintheop 720005 - - 7 ‘*i =
. R S i _,,u,mm“_, Nupemme Gha .. T.Ciba T Saug 8408, ., . 0. =2
Dilaydid mmm m G $ SO S SHR AT a ey v * %
Drienin erele: - 2 e SN I
Donnetal  Rokins~ -:.' Rabins e | OO e Kol v TSR B o, NG R
Emerscol Upjehn -+ Upjohee - ' 4800 - - SRR L Qreton-- -- * Schering ™ Scheting 58:08 R T T
Emeting Various - -Various - B:Dg % s Organidinn -~ Wampole - Wallace 4800 - - mew i s A
hydrochloride . = - o - . ' " Orolgmsic . Bluline Bluline |,  84:00 _. : SRS
Smpirin Burroughs-  Burroughs- 52032 : 4 COuabain Merck. Lilly © 2404 - a T
C;m?“nd Wellcome Wellcome . s g, Oscids _>-  Frofessionsl - Lemmem . -, -:; - T sl o
#2 and #3 . L i - i . R — \ =
Ephedrine Various.-. ~ Various | .12:12 5 4 ©, LT | Pamzeatic - Gmt an ; ' e !
hydrochioride S s ger mon Diae L i TSR
atkaloid g - " o S Pantopon. =, Mgr B ; R T
sulfare G, L e P U A Papaverine Rachs | . k s ]
Ephedtine ST G e g Pmthyrdé «Squibb - Lilly n,zg! : RN
and Amytal Lilly . Lilly . ¥ o © ¢ | Pentobacbital i« Lilly---==-- “Lllly - - ..znm-.-ﬁ 7 No2§s—capuulen. ”
Ephedrine and Abbort - *  Abborn | wdium - - - ey
Netmbutal G % o F )
Ephedrine and Muunslll Various * B e B Pm“‘“' Abhﬂ““‘
phenobarbital ; - e .
Epinephrine er‘.-.
Epragen = :
Ergotrate H Winthrop
Eschatin Squibh . i,
Eatrolin de... ,.Hrn!ﬂn. S Hy
Estrone Ayerae Llﬂy Varous .- . © Weateott &.".'..: Wel!ﬂnt!&.
Ethobral Wysth™ - - Wyath -; =~ Cuaning %227 Dunning
Ethyl Chioride Amacor—.:*"  Various -. Winthrop "Vnﬂw-
Euresal © Knell - 7 Knoll i i
Extralin Uy, 25 - Lilly- - .:..

Follutzin - Squibk . Squibb
Glutorealcium  Lilly-
Glypectal Sclmﬁdln

Gold sl Abbotss 2. Ha
thicsulfate Merck: Searle

Parh.—lel Puh-lei ?6:00
Z7 0 PackesDavis * Packe-Davis -68:28 -

Pd‘?"'ﬁn“ Al:hrl:l.lllr Rohnun . 8428 T

—,'-"_""F.-T?"‘_'H"T- M ) " ar

: thnlw-—-“'ulhnp .- thhrup - 51.16. m

Comenal Bard - ! - i
Cynergen Sandor - Sandoz Potassium .-+ MecNeil - Baker: T
Hezaler Riedel - . Webcon G e - sulfwvmh I ..Vl:{hwﬂmkrodt”:m--' i
Histamine Parke-Davis; Varous 3664 - * Nodssz—injectable : ariovs it
phouphate Breon ° - Noza5é—injectable. hﬁmbbndt Marck; Squibb - ' e
W © e NB697—injsctable- Progesterone , Breon .. . Various - 68:32
Indigo Hynsan Various 640 B g"‘""w" . itu':hmns Schering  68:32
5 » % LI A 5 TR -,
earming Wusumu : e R S T TR e N S ', s =
& Dunnlng TS i e | Prunicodeine T L 3656w .
Tron cacodylate Various - Various 20:04.04 - X e = Fyri“diull'l“m MeI:rk - 'ﬂn‘lrm :.‘_!:6 -
fthyphen Strauss .. Universal s T S 7 e L L i aiinn " Chilcort
ivyol Merek . Merck B4:36 v - =
Shnrpq &: Sharpe & - : : - | Reetogaine - ° Kirk Moore Kirk ..
Dehme Dohme E Reton - ° Reche-Renand Tei-Srate . 0 "7

33 BApricran DRaccam. 1rat WS40 bic *=A M, . a;-wecaes
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Current T T T Manubscturer Manufacturer AHES® :

1 (1] 1 5 -
Name of Drug 1938 1977-1978 Calegory NDA Status Name of Drug 1938 1977-1978 Calegery E'BTZ:;W—
Salyegan- Winthro; Winthrop -

theophylline P T‘::;::;z:: Prob [“d@ Varlous = ﬂpa_ Nolsé—injectable
Sarapin he - High i S e INBOZS4:; NBD262;
Seconal 'g Lilly 28:2¢ NO7392 —injectable N8az76; Naoe7s;.

f N
Serenium sqmbb % Squibh . Bude e S0741; Nagtaz: .
Siderol Wyeth . Doral - Thiaraia Lilly Lilly A el Nag743; Nuases
;l:;’adm E\Tinrhrop Winthrop and Amytal W, 0 i wi
1 ‘ - e 7 ¥t

. o Mo, B fcow oo

Sodium Various  Various with pheno-  Upjohn s :

Somnon """ Merck Sharpe Merck Sha o P ‘ R e

omnos ~ Merc rpe M rpe- 28:24 : e ’ 5
& Doheme & Dohme . ) n‘l:;mhluﬁdg mf i "";:"n’ﬁru';r -9&0& i '_E‘UI!I!mul N’DA:

Strontium Breon; Endo; Varjous  28:12 injectable National: i

bromi_de : EI S ' Squibb Wesh"::::d‘ i

Sirychnine Thyroid Various Various .-
3 . %rym:n :g;lbh Various .
xine - 5 WYari 5
Sulfanllamide . Teilax Barkudale . ¢ Drug - w S5
S Tuberculin Winthrop Ledetle: Lllly '3&!4»
» Urelix High 5 Ctntury - -
ntao RS i 1 " TR RN S Lo L S, " ‘--su o riar o arealime Bl memsesa 0 ERg i .,'...:41
II. Therapeutic Chemicals
DRt LT L T : R I B . EE A Mt men
R Current O B = Current - - = o 2 i Cum'm'-" =
Name of T TAHFS” NDA - Name of © AHEFS* NDA Name of -~  AHFS" ANDA - -+ 4%
Chemical - mr=a- Category Statas*™ Chemical Category - Status®™ Chermical e ‘C.;tmry sum“‘ ERE
Acetanilid = e Jodoform :
Acetophenetidin -~ 28:08 Now - Iron, pepronized Fotmslam: honmone N?;;;u s
" e phenacetin PR Procaine hydrochlaride 72:00 ‘N :
Alcohol, absolute * 2808, 36:36 Lithium carbonate 28:16.12 NOA— ine hydroc Numersus. ~
; o] tablers, NDAs -
Apomorphine Se:20 —

hydrochlpride .-, . . capaules Quinidine sulfate 24104 Mumercus -
Atropine = : nesium carbonate 56:04 i pDA
Atropine sulfate eavy) ' Rerorcinol . Bed:2R

Magneslum hydroxide N?.;.Td, Sier bitte
Magnesium exide LTF T NDA - " il
Barbital S (ight) tablits i o O L
Barblral sodium . » Mereury, ammoniated B4:04.16 St b oEpnate 4°=°4 :
Belladonna leaves, .= ::'.-oa e Methylens bluy - 836 ﬂ;l‘:::‘hn ate . -40:08, S4:04 ;
s.‘l".‘f'.f.';'..‘f " Se1s, 8408 Fnmdies tulfat - '"ﬁ‘ﬂﬂ" Sodium chloride - i 40'“‘ ‘”* Niumjegus it
B slcfler s o vomi X Sl e
= m hydrozi
Clomel TR Opium. .. : . .- -28:06, Se:08 ! Sodium iodide <>
Cantharides  “wrey Pancreatin . .. - B88:6 .. - .| Sodium nucleate
Chioral hydrate b} : Papain-—.,, . - Sodium phosphate- ©
Chloroform - Bt hEA ; | Sodium salicylate
Cacsine h rdlbndo— ' Panld.ehydu N 'Sodluln sussinate-
Codelne phosphate: - Pllocarpine nlluleld 82.20 Smely - e
Codeine sulfate . r: Pliccatpine 20 . -
- V- hydrobromide
. 5‘. ﬂhmu .~ ‘ HE
Dextrosa ERrITTS e IV plastiess, . | + - ydrochloride
T “"'Eﬂ"* e hpi:’ﬂ e Mﬁluﬁmh— Toin ;_ it -Tin onide - <& .«.w:}:n- s
Eserina dulfate ..., ....:M Sa%0 - . o - mmml nesultate _ s'hzu S I Urea - ,,.\..v:*., .5 1&.2:, Nzu'-NDA-'-E.'I-"' ¥
Fluorescein 1. 526 . e . Potassium acetste - --40x12 - d L B . 'L'
e— ; . " injection - R - Yoht
e L Botassium bromide ©  28:12- 7" S “f:;:3&$Q;
Heumtlhyh‘mmme _ Porassium chloride .. 2812. -. S

(methenamine) « Fotassium chloride = 40:12 Numerous . Zinc chloride -

omatropine = . solutlon S © v = .. NDAs Zine peroxide

hydrebromide- - Potassium indide ‘400 . & * Zine sulfate -1
Hyocine  soluton TR < Zine wthcnrbohrg S

(uupuhmine} k! Porassium B4:04.16 , ° L (zime plwnolmllenm) *

Hw.mmg . q’-" Ima PN pertanganate = R L pam e A

hydrobromide « ~5y-72. |

Hyoscyamine suliau-. 1208 81

o
aand T oam

Foraasium phesphate : 4012

“AHFS: American Hoapital Fm'muhqr Service publalhed bry the American Su:wty of Heapital Pharmacises, = i}
""Since 1928, mmufacturtu of drugsitherapeutic chemicals have submitted to the FDA New Drug Applications (NDAs) for the tame ar Jlft"“t dessge le.-m.




