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5.3 backaging. n

5.3.1 Unit of issue. One bottle (‘:onﬁaining L f1 oz, or 1 gal,
as specified, constitutes one unit of :[3sue,

S.3.2 Packaging quantities. Thev}.mmber of units of issue indicated
in the following table shall be 'oackageli in each unit, intermediate, and
exterior container, as applicable, for she required level of protection
specified in the procurement document. |

i
Packaging{)l quantities

' v " Intermediate ! Exterior
FSN ' Unit package ! package ! container
T ) T o
6505-890-2012  + 1 unit ' Not required ! L units
1 v '
6505-926-8926 ' Optional ! ! 36 units
* (]

Not réquir"ed

5.3.2.1 Packing variation prermitted. If the required numter of units
to be shipped is less than the number of units specified to te overpacked
in an exterior container, such units shallbe packed in an exterior con=
tainer of sujtable sive and design; accentable tc a common carrier, which
shall insure safe delivery to destination.

503-3 Level .‘..

5.3.3.1 Unit packape for FSN 6505-890-2012. Tach bottle shall be
packaped in a double-wall corrugated fiberboard box of sultable size and
design having a minimum bursting strength test cf 275 pounds and constructed
in accordance with PPP-B-636, class domestic. Closure shall be as srecified
in the box srecification. :

5.3.3.2 Unit vackage for FSN 6505-926-£926, At the option of the
contractor, each unit shall be packaged in a box of appropriate size con-
structed in accerdince with PPP-B-566 or PPP-B-676, except that commercial
colors are accentable. Closure shall be adequate to prevent snilling of
contents under normal handling.

S.3.4 level C. Units shall be nackaged in standard commercial
containers cf the size and kind commonly useé, which will afford the degree
of vretection required for shipment and use of the vwroduct fnr its intenced
purpose .

11
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5 .’., P Ic'kif,\gm
Sl 1evel B.

S.i.1.1 Fxterfor container. Exterior container shall be a box of
aporopriate size consteucted in accordance with PPP=B-636,"type CF, class
domestic. TDurstimg strength of carton shall:be in accon'zance with the
~ special requirememts of ‘table TI in PPP-B-636. Box- design shall include
. partitions, liners and top ard bottom pads. :

Selele? Partitions. Partitions shall be full or shoulder neiznt,
half-slotted style, and fabricated of the same material as the vox.
partitions shall form an individual smug-fitting cell for .each immediate
container. When unit boxes are used, partitions :shall not be requlred.

S.hele3 Liners. Liners shall be one-piece, covering the sides and
.ande of ‘the bex, s£abricated of -double~faced corrugated fiberboard -having
2 ‘minimum bursting strength test of 200 pounds ‘in accordanqe wWith PPP~B-636,
type CF, class domestic.

© 5¢belil Pads. ‘Top, bottom, and tier pads, shall be. fabricated of
‘double~faced fiberboard, having a minimum bursting strength test of
200 po;mds in aocwdgnce with PPP<B-636, type CF, ¢lass domestic.

‘Note: Tiners :and pads will not be required when unit boxes are
fabricated of fiberboard conforming to the requimmnts
.of 'PPP4B-636, type CF, class domestic. ‘ .

5.4,1.5 Closure. Closure shall be effected in accordance with
PPP=B=636, method T .

"8.h.2 level A. Ttems packed for the degree of protection specified
for Level B shall be further nrotected by being overpacked in an exterior
‘container designed :for a type 1 load and constructed -in accorcance with
PPP-B-585_ class 3, style 3; PPP-B-601, overseas type; PPP-B-621, class 2;
or ‘PPP-B~(36, tyne CE, class weather-resistant. Grade W5c shall -not be
rermitted for an exterior container, Bursting strength of fiberboard
gg;e;‘z;gn be in accordance with Special Reqnirements of Table I of

g 5.11.2.;1 Watevpzoof barrier. Each Ievel A wood b.ox shall be lined with
a waterrroof barrier :conforring to MII-L-1C547. Closure and sealing shall
conform to applicable paragraphs of appendix thereto. Waterproof barrier
shall not be required for fiberboard boxes. '

12
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S.1.2.2 Closure. Closure of wood boxes shall be in accordance with
Appendix of-applicable box specification. Closure and waterproofing of
each fiberboard box shall be as specified in the appendix of PPP-E=(36,

) 5.4.2.3 Strapping. Strapping, when required, shall be in acccrdance
‘with aprendix of applicable box specitication.

Note: Strapping shall not be required for shipments forwarded to a
receiving activity within the continental 1limits of the
United States for storage ané redistribution.

. 5.3 Level C. "'he subject commodity shall be packed in substantial
commercial containers (export, when applicable) of the type, size, and kind
commonly used for the purpose, so constructed as to insure acceptance and.
safe delivery by common or other carrier to the final destination called
for in the contract or purchase order,

5.5 Marking.

5.5.1 Unit package. When furnished, each unit package shall bear the
same information as required for its immediate container.

S.5.2 Exterior container. Exterior container shall be marked in
accordance with Military Standard MIL-STD-129, The word "POISON" shall bve
shown in lieu of the item identification when shipment is forwarded by
parcel post. The word "DRUGS™ shall appear when means other than parcel
post are utilized. Date of manufacture shall be shown in lieu of Jate
nacked,

Lot (control) numbers and the following legends shall be shown:
"SUBJECT TO DAMAGE BY FRFFZING."
"GLASS HANDLE WITH CARE,,"
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7 November 1972

ADDENDUM SHEET FOR IMPLEMENTING REQUIREMENT FOR
CHILD~PROOF CLOSURE

In all Specifications and/or Defense
the following change for the Federal Stock Nos. listed belows

Medical Purchase Descriptions, make

ESN BN BN FSN
6505-06L-8765  6505-136-LL25  6505-L91-7557 6505-782-2675
6505-072-93L6  6505-138-L995  6505-515-1577 6505-782-6761
6505-079-9059  6505-138-7L00  6505-530-7099 6505-7€2-6762
6505-082-2687  6505-11,0-3050  6505-562-5370 6505-853=1799
6505-069-1282  6505-147-5900  6505-516-7661 6505-891-7555
6505-106-7395  6505-149-0220  6505-656-1L66 6505-926-215);
6505-108-35085 6505=153-8660 6505-656-1L68 \.6505-9264926
6505-111-1200  6505-153-8699  6505-656-1L70 6505-926-8985
6505-115-0000  6505-153-9745  6505-660-1908 6505-926-9026
6505-116-6500  6505-181-7676 - £505-687-L169 6505-935-09€7
6505-125-9922 6505~181-7686. - 6505-687-L182 6505-935-1,095
6505-130-1500  6505-290~1162  6505-6E7-LLBL 6505-935-6568
6505«132-690  6505-299-8743  £505-687-8L86 6505-9LiL~1130
6505-133-9600 65052999516 6505~721~9383 6505-95€ 6587

Y. 6505-299-967h - 6505-765<0589

-

Delete the currently specified closure and seal and substitute:
"CIOSURE P ~ Child~-Proof™ "SEAL A or B" .

CIOSURE P, child-proof, Closure P is defined as a child-proof closure,
that is, one which has been tested in sccordance with the Regul.itl mns under
the Poison Prevention Packaging Act cf 1970, as premuigated by the Food and
Drug Administration, and found to comply with or exceed the standa“is and
requirements therein. In addition, the closure shall be such that . will ~
prevent pickup of moisture and contamiration of the product.

Six samples; of the empty containers, with closure and seel in place, snail
be forwarcid, by the quality assurance representative from the ~.rst
shipsent on contract. Samples shall be marked for th: attentis »f
DFIC-ATTH-2, : ) )



COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY 10319

Preparation For Delivery Amendment No. 10 dated 10° February 1973

- Applicable -to Extepior Container Markings only:

Markings for exterlor containers shall be as specxfled in the

Procurement documents, except that the "Item Description, Item
Tdentification, Item Name, and Trade or Brand Name" shall not

be shown on the exterior container. In addition, the word§

'"Drugs" and "“Poison", currently requlred on the exterior con-
talner shall also be deleted., .

Marklngs on the exterlor container shall be applled in sequence,
and there shall be no blank spaces permltted between lines: as a
result of the deletion of the name, i.e., the quantity and unit
of issue shall follow’the FSN markings, and all other markings

shall be moved up accordingly: : :
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NUMB LR DATEY ~ "
DEFENSE MEDICAL PURCHASE DESCRIPTION ‘ 1 5 Aoril i9m
FEDZAAL $TOCK NO. ITEM JOSNTIFICATION POTINCY s’
- Not less *‘ .
$505-655-2355 ETRACYCLINE HYDAOGHIOXKIDE CAPSULES, USP, | ~ 4nan , Spvile
; | 0:25 Cram, 1008 18 Komtis |

oYy se Tetracycline Hydrechloride Capqu.es, UeSsPey as urod.uceu by Ledz*le
Labora zo* es as ‘acaromycin V Capsules,!

Zach capsule shall contain 250 mg of-’l‘etra’bycline l{vdrochlorida.

Spall
Certificat 1on of
the Food and Druz Ammistration
and welifare,

Zach lot shall be certified by ths F.D.A. |

Not more than i months of the expiration dating period (potency period) shnail
nave elapsed at the time of delivery to the Governmert. : ;

Shall be supplied 100 capsules in a commerciahy availab:.e ;ottle.
Labeling shall comply witha the r- qu:.remmts of the Federal "ood rugz, and .
Cosmetic Act and, in addition, shall incluce labeling in accordance with
commercial practice,.

ngpumroxf PO DELIVARY

I’ackann* and nzchu . Level C. The subject commciity shall be nacxaged
and packed in suostantial commercial com;ajiners of the tyne, size, and kirnd .
cermonly. used for the purpose, so constructad as to insure acceptance and saf
delivery by common or other carriers, at the lonesr. rate, to point ol de‘ ‘very
-called for in the contract or purchase order. .

Iharz:mg.

Exterior comtainers, ~ Exterior containers shall be ma.med with the
Federal 3tock No., Ltem: J.(.enuﬁca tion, quaasity, expiration date, nahe <l |
consignee, name of consigior, and contract or purchase order’ mmbem Marxd.ng
.,nall include the legend: R
i

"STORE AT CONTROLLED ROOM TRMPFRATURE (590 = 860 F.) K

B

TE:  The-item identificavion shall e sh‘om on extex-:‘.or ccntainers as followss -

; . ,mmxcmw n'r“ﬂocm.oa_un*' APSUIES, $.8.240, .
i /04 25 Cram, 160s

ciala “\*a Lef2
Ssc-l

DP T BOM m.s? E CAR ORGSR OMGE FDAM TN/, MAR da, WRICH WILW
dcTas DR UKD UNTIL DEPLETED N
. .
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U3IBTLITY 'Ou TUHEPTCTION

ecified in the couuract or purchass order, thz suppliier
'cm, performance of all insseczion rnqumemerts as
apec:.llua ner E.{cept ag otherwise specified in the contract or ordu,
the suppliar may use 2is own or amy other facilities suitadle for the -
performance of the inspection requirements specilied herein, uniess dis-
approved by the Govermment. The Governmert reserves the rignt to perform
any of the inspections set forth in tae ‘specification where suca
inspections are ceemed necessary to assure supplies and services conierm
to prescnbed requirements, :

4 .
Records of examinations and tests rerfcrmed by or far “re contractor shall
be maintained Gy the coatractor and made available to tre Governmens, upon
the Govammem request, at any time, or from tlme to time, during ih -
performance of tl’e contrach and for'a period of i years afper delivery of
the supplies to which such records relate,

No @owrany supdiying any irgredient(s) to wne contractor will te considered
an acceotible facility for the performance of any-inssecticn requiremerss
specified herein.
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Preparation For Delivery Amendment No. 10 dated 10 February 1973

Applicable to Exterior Container Markings only:

Markings for exterior containers shall be as specified in the Procurement
documents, except that the "Item Description, Item Identification, Item
Name, and Trade ‘or Brand Name" shall not be shown on the exterior container.
In addition, the words "Drugs", and "Poison", currently required on the
exterior container shall also be deleted.

Markings on the exterior container shall be applied in sequence, and there
shall be no blank spaces permitted between lines as a result of the deletion
of the name, i.e., the quantity end unit of issue shall follow the FSN
markings, and all other mark:.ngs shall be moved up accordingly.
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- NUMBE R DATE

_DEFENSE MEDICAL PURCHASE DESCRIPTION

3 28. Septenber 1967

FEQERAL STOCK NO. $TCM TDENTIFICATION ‘ Y

6505-116-9325 ' R
and SODTUM DIPHENYLIYDANTOIN CAPSULES, USP, 100 g Bottle
6505~584-2338

5

Shall be Parke, Davis and Company's "Dilantin Capsules 100 mg", and shall comply
with the following requirementa:

Shall be Sodium Diphenylhydantoin Capsules, 100 mg, in the quantity of capsules
per bottle, as indicated for the appropriaste stock mumber and item jdentification:

Federal Stock No. (FSN) Item Identification”
6505-116-9325 - * SODIUM DIFSENTLEYDANTOIN CAPSULES, USP,
100 mg, 1COs
6505-584-2338 SODIUM DIFEENTLEYDANTOTN CAPSULES, USP,

100 mg, 10008
FSN 6505-116-9325 end FSN 6505-584-2338 shall comply with the followirg:

Shall be Sodium Diphenylhydantoin Capsules and shell be in accordance with the
tests, standards, end requirements of the U.S.%P., including any supplements or
‘revisions thereto. In additionm, the capsules sball comply with the following:

19 5hall e suiteble for use as an anticopvulsact. .

Shall contain 100 mg of Sodium Dipheaylhydantolin in each capsule, within the
designated assay limit for the capsules.

The finished cspsules shall contain not less than $5.0 percepnt and not more than
30%.0 percent of the reguired arount of sodium diphenylhydantoin, when determined
‘in accordance with the U.S.P. method of assay.

Capsule-to-Capsule Weight and Assay Variability Limit.

Accurately weigh the contents of 10 capsules individually. Assay the contenta of’
an sdditional 10 cepsules individually. The capsules shall comply with the
féllowing requirements:

1. The average weight of the contents of the 10: capsules
shall be between $5 percent and 105 percent of the theoreticel
- in addition, A
2. +the weight of each of the 10 contents shail be between SO percent =
and 110 percent of the theoretical. N
3. 'The average of the 10 assays shall be between 95 percent aend
105 percent of the required amount of sodium diphenylhydantoin,
ia addition, . o
RS b,  each of the individual sssays of the 10 contents shall be between
' 90 percent and 110 percent of the required amount of sodium
diphenylhydantoin. RO

Page 1 of 9

OPSC FORM 2087 REPLACES DMIC FORM. T-4120/ 11, »uke‘.\wmcn vnl.\.’ 175

oCT 69 BE UIED UNTIL DXPLETED ———
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If two capsules, but not more than two capsules fail paragraph 2, above, or
if one cansule, but not more than one capsule falls paragraph h, abgve, ¢
accurately weigh and aseay the contents of an additional 20 capsules, indle ..
vidually. The capsules shall comply with the following requiremsntss
1. The average of the 30 weight shall be between 95 percemtv .
and 105 percent of the theorstical, in addition, o
2. the weight of not more than 3 of the 30 contents shall be: laas
than 90 percent or more than 110 .percent of the theorst jenl}f: the
weight of not more than 1 of the 30 capsules shall be less than’
85 percent or more than 115 percent of the theoretical} and vone
of the 30 capsules shall weigh less than 75 percent or mors than
125 percent of the theoretical. )

3, The average of the 30 assays shall be between 95 percent and ’
105 percent of the required amount of sodium diphenylhydantoin,
in addition, : , . ST

L. the assay of not more than 3 of the 30 contents shall be less than
90 percent or more than 110 percent of the required amownt of.
sodium diphenylhydantoin; the assay of not more than 1 of the 30.
contents shall be less than 85 percent or more than 115 percent
of the required amount of sodium diphenylhydantoin; and the assay.
of none of the contents shall be less than 75 percent or more than
125 percent of the required amount of sodium diphenylhydantoin,

The sodium diphenylhydantoin content (asgay) of each capsule shall be determined
in accordance with the U.S.P. methed, suitably modified to accommodate assaying
sne capsule, The theoretical weight of each capsule shall be determined from
the batch formulation record. . .

Melting range, The divhenylhydantoin cbiained in the U.S.P. assay shall melt _-
between 294° C. and 297° C. ) =

Thin Layer Chromatography. \

The pattern of the chrqmatog;ranh for the c#paulea shall match: that of the
Standard Cavsule Mixture, vwhen determined using the following method:

Preparation of plate.

Ccat a suitable plate using a slurry prepared by mixing 30 Gm Silica 7
Gel D-S and 60 ml of O,1N Boric Acid, Activate the plate at.105° G, -
for 15 to 30 minutes, i !

-2
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Prevaration of Standard Cansule Mixture.

gtandard Capsule Mixture is prepared with the same components and in

the same provortions_as is used in the manufacturs of the finished ’
product, except that the Sodium Dirheny lh'%antoin Standards is sed P
in lieu of the commercial Sodium Diphenylhydantoin bulk. A quantity of

the Standard Capsule Mixture, equivalent to 100 g of Sodium Diphenyle
hydantoin is used for this test.

Procedure.
Prepare three 15-ml, conical, centrifuge tubes as follows:

Tube No. 1 - contents of one finished capsule {sample); Tube No. 2 =~
100 mg of Sodium Dirhenylhydantoin Standards#; Tube No. 3 - a portion
of the Standard Capsule Mixture equivalent to 100 mg of Sodium
Diphenylhydantoin,

To each tube, add 5 ml of a 1:1 pyridine:water solution. Mix thoroughly
and centrifuge. Spot the activated plate with 5§ Aof each supernatant
liquid. Before placing the plate in the developing chamber, remove the
solvent by placing thé plate in an oven at 1050 C. for 10 to 15 minutes.
Develop the plate for 60 minutes (10 cm) in a suitable developing chamber
nging n-butanol:acetone:water (40:50:10) as the developing solvent.
After removing the plate from the chamber, place the plate in an oven

at 1059 C. to remove all solvents. i

Observe the plate after spraying with a universal type solvent (0.5 Cn
Potassium Permanganate in 15 ml concentrated Sulfuric Acid. ‘Cautions
Cool the Sulfuric Acid before adding the Potassium Permanganate.)
Examine the plate using a shortwave ultraviolet light.

Disintegration test. Using the U.S.P. method, apparatus, and procedures for
determining disintegration of uncoated tablets, the finished capsules shall
disintegrate in one (1) hour. No retest is allowed. -

Note: Although some particles may rise to the surface instead of seEtilihg
through the screen during the operation of the apparatus, no parti-
cles shall remain which can be judged too large to pass through the
sereen. U.S.P. reference to soft mass as evidence of disintegration
does not apply to the test, '

#Available. upon request from ‘Directoxv'ate of Medical Materiel, Technical . .
Overations Division, Defense Personnel Support Center, 2800 South 20th Street,
Philadelphia, Pa., 19101, Attention: Material Standards Branch, DPSC~-ATSB-l...

-3
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Disgolution rate. .
The cavsules shall release not less than 4O percent sodium divhemylhydantoin
in 10 minutes, not less than 80 percent sodium diphenylhydantoin in 20 minutes,
not less than 90 percent sodium dipherylhydantoin in 30 minutes, and not less -
than 95 percent sodium diphenylhydantoin in LO minutes, based upon the

total godium diphenylhydantoin released after one hour. In addition, the .
capaules shall release not less than 93 percent and not more than 107 percent
of the labeled améunt of sodium diphenylhydantoin after 60 minutes.

Apparatus: U.S.P. Disintegration Apparatus. '
Medium: Purified Waters .

Preparation of Standard.

Prepare a standard solution of diphenylhydantoin by adding 75.0 mg of sodium
diphenyliydantoin standard# to 100 il of purified water, slightly .alkalized
with sodium hydroxide (2 drops of 1 N Sodium Hydroxide per 100 ml). Transfer
2.0 ml of the solution to a’ glass-stoppered test tube. Proceed with the
acidification, extraction into chloroform, etc., as described below under
Procedure. . : :

Procédure.

Note: Srectrophotometric Grade solvents shall be used in the
determination.

Place 1 capsule in each of six tubes, ingerting a plastic disk in each tube,
Immerse the basket rack assembly in 800 ml of purified water maintained at

379 G. + 20 C.  Operate the apparatus: Withdraw 5 ml aliguots of the solution
after 10, 20, 30, L0, and 60 minutess, .

#Available upon request from Directorate of Medical Matériel, Technical
Overations Division, Defense Personmel Support Center, 2800 South 20th Street,
PhiYadelvhia, Pa., 19101, Attention: Materlal Standards Branch, DPSC-ATSB-1. g

“he
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Treat each aliquot alike as follows:

Filter without delay through a 2-1/h inch Whatman No. L paper; or equivalent. '
Transfer without delay, exactly 2.0 ml of the filtrate to a glass-atoppered
test tube, add exactly 10.0 ml of chloroform, then 0.5.ml of diluted hydro=
chloric acid (10% HC1), dnd shake for 2 minutes. Centrifuge at about 1000
r.p.m. for 5 minutes to clarify the chloroform layers ‘Transfer exactly 5.0

ml of the chloroform solution, free from contamination with the aqueous phase,
to an extraction flask. Evaporate to dryness on a steam bath under a current” °’
of air, reducing the application of heat as dryness is approached.  Digsolve
the ‘regidue in exactly 50.0 ml of'95 percent ethanol. With a suitable spectro-
photometer, determine the absorbance of the solutions prepared from the sample,
Ay, and the absorbance of the standard solution, A, at 220 mu, using a suitable
spectrophotometer, 1 cm cells, relative to 95 percent ethanol as the blank.

" Calculate the percent completion of dissolution as\iﬁlo\wsr\'ﬁ:\_ '

% completion of dissolution = o . ;

A
L.
;L

Mo 00 ‘ R ’ o
Where: Au is the absérbance ‘of thé respective sliquos, ’a'nd L
Au (1 hr) is the abgorbance after 1Aho'ui// o e

o
[

Calculate the percent of label claim in solution after édv.\xrmxx:tges;~ ‘as followas

—

% of label claim ;a;fter; 60 mihutes =

Au(lh'r)kloo o

" Where:, Au is the sbsorbance after 1 hour
As 13 the ‘absorbance of the refererice standar

#Avatlable up;m request from Directorate of Medical Materiel, Tec.bniéal S
Operations Division, Defense Personriel Support Céntery 2800 South 20th Street,
. Philadelphia, Pa., 19101, Attention: Materlal Standards Branch, DPSC~ATSBel.
AR e b L . : ; ; =

el
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The Sodium Diphenylhydanﬁoin used in the manufacture of the finished capsules
shall be in accordance with the tests, standards, and requiremsnts of the :
U.S.P., including any supplements or revisions thereto, *

In addition to complying with the tests, standards, and requirements of the .
U.8.P., theysodium diphenylhydantoin used in the manufacture of the finished
capsules shall comply with the following pequirementss - L

Assay. - - .

Shall.assay to contain not less than 99.5 percent and not mors than 100.5
pe:}clegt sodium diphenylhydantein, when assayed in accordance with the U.S.P.
methoQG. . 5,

e e e,

Melting range,

The residue oot diphenylhydantoin obtained in the U.S.P. assay shall melt
batween 294° C. te 297° C, .

Thin layer chrematography.

.

The chromatograph of the scdium diphenylhydantoin powder used in the manufasture
of the napsulss shall match that of the soditm dighenylhydantoin standards

when determined by using the Thin Layer Chromatograph Procedure ) )

for the finished capsules, except that 100 mg of Sodium Diphenylhydantoin
_powder shall be used in lieu of the contents of a capsuls, and a portion of

the Jtandard. Capsule Mixture. , ;

The emoty, hard, gslatin cavsulés used 1rMme manufacture of the finished

product shall be Size No. 3, and ahall conform to ‘the epplicable parsgraphs of

gegﬂgl Specification U=C-115%, dated 10 February 1958, except as specified -
olows - & R

341 Delste in its entirety and substitute:

13,17 Material, . The gelatin, used in the manufacture of the
pharmaceutical oapsules, shall be typs A or type B or a sultsble
mixture of both and shall bé in sccordance with the réquirements -
of the U.8.P, The.gelatin mey contain hot more. than 0.15 percent
aulfur dioxids and may have a lower gel strength.® - . - ° o

342.3:3  Apvesrance and color, The finished product (filied capsulés) E
#hall be white in colors  The sesling band may be eolored. - . e

- Gapsules ghall be unifcrm and free from manufacturing and other defects,

such as, oracks, dénts, splits, specks, eto. e T e

¥ e T

¥ivailable upon reqmot!m ':gctorntév of ‘Medical Materiel, Tecbnical . :
Opsrations. Mvisien, Defense Personnsl Support Center, 2800, South: 20th Street,
" Philadelphia, Pa., 19101, Attention:- Material Standards Branch, DPSC-ATSB-l.-.
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All ingredients entering into the finished capsules shall be of U.8.P; or NJ‘.‘

" quality or, if not included in either of these compendia, the ingredients shal].
- be of the highest phammaceutical grade.

Not more than 6 months shall have elapsed from the date of mamifacture of the
product to the date of delivery to the Government. 4

PREPARATION FOR DELIVER!

Shall be in accordance with all appliceble requirements of Federal Specification
PPP-C-186, dated 11 December 1961, together with deletions or additions as
indicated herein:

Immediate containers. Shall comply with the following classifizcatioh:
GROUP A CLASS 1 , TYFE e STYLE 2 GRADB lor 2’
CLOSURE A, B, or F o SEAL AorB

Lebeling. I.abelins shall be in accordance with the - requirementa of the
Federal ¥ood, Drug, and Cdsmetic Act, and shall include the information reqpired

JDbelow:

Irmediate contaliners.

FS§_6505-116-9325

Each jymediate container label for FSN 6505-116~9325 shall bear the
following information. However, the inioma.tion is not required to apvpear in the
sequence indicated. .

(2) ‘the item identification designated as
"SODIUM DIPHENYLHDANTOIN CAPSULES, U.S.P."

(v) ‘the quentity of active ingredient desigoated as "100 mg"
(e):: 4the phrase "100 capsules” or a similar phrase.

(d) the stock mumber designate
"FN 6505-116-9325" or "Stock Na\Sos-]J.S-9325"

(e) the lot or control fumber

(£): the statement "Caution: Federal law prohibits’
dispensing without prescription. ”

* (g)- the name and address of the mamfacturer. When.:
the manufacturer is not the contractor, the nsme
and address of the contractor’ shall also appea.r

When both names are placed on the label, the .-
f£81lowing designations shall precede tM names - -

"MFR" for the mamufacturer and
"CORTR" for the contractor., ..

(h) the dste of memfacture . % i
. - ; : ) . l -
LT

B r® et O
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6505-116-9325 -(P.D. #3)

Immediate containers.
FSN 6505-584-2338 S

Each immediate container label for FSN, 6505~58l-2338 shall bear the
gsame information as required for the immediate container label for FSN
6505-116-9325 with the exception of subparagraphs (c) and (d), which shall
read as follows: :

’

(c) the phrase "1000 capsules" or a similar phrase

(d) the stock number designated as
YFSN 6505+584~2338" or "Stock No. 6505-584-2338%

Packaging.

Unit of issue. One bottle containing 100 capsules, or 1000 capsules,
as goecified, constitutes one unit of issue.

Unit package. At the option of the contractor, each unit shall be
packaged as soecified in 5.2.5.

Intermediate package, The numter of units of issue specified in.
- table T, column 2, for Procedure Code No. 3.for FSN 6505-116-9325, or Procedurs
"Code No. 7 for FSN 6505-584-2338, indicated in column 1, shall be packaged in
an intermediate package constructed in accordance with the applicable paragraph
referenced in column 3, except that partitions shall not be required when
unit package is furnished., As applicable, commercial colors -shall be acceptable
when carton conforming to Federal Specification PPP-B-566, PPP-B-665, or
PPP-B-676 is utilized.

Packing. The number of units contained in the intermediate packages and |
total numpber of units of issue for the applicable procedure code, indicated in
columm li, shall be overpacked in an exterior container, constructed in accords .-
ance with the applicable paragraph referenced in column 5 (level B) or column 6
(Level A), for the level of protection specified dn the procurement document,.
except that in column 4 Ffor procedure c¢édde No. 7, délese. "1/12" and substitute
"12/12," Bursting strength of carton shall be in accordance with special
requirements in table I of Federal Specification PPP-B-636, in lieu of bursting
strength specified in the applicable paragraph referenced in column 5 (level B).
Methed I closure of Federal Specification PPP-B~636.shall be utilized on level B
fiberboard packs. In addition, in line 10 of 5.h.li, delete "IV" and substitute

. WIII; or Federal Specification PPP-B=636, type CF, class weather-resistant;" at
end of S.L.k.1, add "Case liner shall not be required for fiberboard boxes."
Add the following new paragravh: "S.l.k.l.1 Closure.Closure of wocd boxes.
shall be in accorcance with appendix of applicable box specification.  Closure -
of each fiberboard box shall be as specified in the .appendix and waterproofing
shall. conform with 30.k of Federal Specification FPPP-B-636 ."}\ i
" f

-Ba mm— Y
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- - B505-116-9325 (P, P" ) ' t
i

‘Marking. ' ' =
WL

Unit ggcggge.' When furnished, each unit package sha"Qll bear the same
information &s required for the immediate container. : . *

RN

- . i . A . ,‘ . \\ % ,,‘
Intermediate package. Each intermediate packege shall be marked in -
accordance with Militery Standard MIL-STD-129, When labels are utilized, water-
" ‘proofing shall be required only when applicaeble carton is fabricated of water-
resistent material. Lot (control) mumber, contract or purchase ordér mumber, |
name of contractor,and date of manufacture in lieu of date ga.ckedr shall be shown.

! .

Morking shall include the legend "STORE IN A COOL PLACE (50 8% F)."

. Exterior-containers. Exterior containers shall be marked in actordsnce
with Military Standard MIL-STD-129. Lot (control) mumber and date of mamufacture,
in lieu of date packed, shall be shown. Marking shall include the legend: "STORE
iN A COOL FLACE (50° - 80° F.)." '

4

/ .
SUPPLIER RESPONSIBILITIES FOR LNSPECTION ) i

1

Such examinations and tests as are set forth in this specification, or as shall
otherwise be appropriate' or necessary to insure that supplies conform to speci-
fication requirements, shall be performed by and &t the expense of the supplier.
Suppliers who do not have facilities adequate for such tests shall arrange for
the use of test Pacilities acceptable to the Government. Records of examinations
and tests performed by the supplier shall be msintained by the supplier and made
available to the Government, upon the Government's request, at any +time, or from
time to time, for a perlod of 3 years after delivery of the supplies to which
such records relate. ‘

32-814 (Pt 24) O - 74 - 27
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CONSIGNMENT INSTRUCTIONS

(Medical Items)

|ppl§en shall be shipped to the destinations set forth under the item designation., The complete address for such destinations is sat

rth below., Only those add: relating to d listed under the item designation are spplicable to the conuract/order issued
hereunder. R
ATLANTA MECHANICSBURG OAKLAND c
PARCEL POST SHIPMENTS PARCEL POST SHIPMENTS PARCEL POST SHIPMENTS
Commandiag General Commander Commanding Officer

Defense Depot Mechanicsburg
Mechanicsburg, Pa. 17055
_ Atta: Medical Branch

Adanta Army Depot

Forest Park, Georgia 30050

For: Medical Supply Account,

" Building 512 .
. B - or AIR FREIGHT SHIPMENTS

or RAILWAY EXPRESS (1ess carload.only), SW3100 )

*  AIR EXPRESS and AIR FREIGHT Transportation Officer
A33AAM Defense Depot Mechanicsbuig
Transportation Officer * Harrisburg, Pennsylvania
Adanta Amy Depot. Attn: Medical Branch
Adanta, Georgia
For: “Médical Supply Account . or ALL.OTHER SHIPMENTS

Building 512 $W3100

: " Transportation Officer

Delense Depot Mechanicsbusg

Mechanicsburg, Pennsylvania

(Cumberland County)

Attn: Medical Branch

or ALL OTHER SHIPMENTS
A33AAM

Transportation Officer
Atanta Army Depot
Ammy Depot, Georgia )
For: Medical Supply Account
Building 512 this activity) = .1 .

*Pennsylvania RR Co.
*Central of Georgia Ry Co. or .
“Southern Ry Co.

~ MEMPHIS

- PARCEL POST SHIPMENTS
COLUMBUS - Commander

PARCEL POST SHIPMENTS “Defense Dépot Memphis
Commander. : Memphis, Tennessee 38115
Defense Construction ‘Fcr:_ DPSC (MEDICAL S UPPLIES)
Supply Center . -
Columbus, Ohio 43215 or 'ALL OTHER SHIPMENTS
For: DPSC (MEDICAL) Whse 27, Sec 11 SW3500

; ransportation Officer
or ALL OTHER SHIPMENTS Defense Depot Memphis
SW0700 Memphis, Tennessee
Transportation Officer For: DPSC (MEDICAL SUPPLIES)
Defense Consuuction . -
Supply Center,
Columbus, Ohio
For: DPSC (MEDICAL) Whae 27, Sec. 11

*Illinois Central RR Co. or
St. Louis - San Francisco Ry Co.

*Baltimore and Ohio RR Co. _ NORFOLK
or New York Central RR Co. PARCEL POST SHIPMENTS
or Pennsylvania RR Co. Commanding Offiver

Naval Supply Center
Notfolk, Virginia 23511
Attn: Medical Stores Section

or ALL OTHER SHIPMENTS
N00189 :
Freight Teminal Officer
Naval Supply Center

Norfolk, Virginia

For: Medical Stores Section

*Norfolk and Western Ry Co.
or Chesapeake and Ohio Ry Co.

* Dolivering Rail Carrier

¢ (No rall less than carload deliveries to

Naval Supply Center
Oakland, California 94625
Atta: Building 212 « Stock

or'ALL OTHER SHIPMENTS
N00208
Transportation Officer .

* Code 102,12 Navai Supply Center
Oakland, California - .
For: Building 212 - Stock

*Southers' Pasiic Co. o
Westem Pacilic RR Co.

TRACY ci.
PARCEL POST SHIPMENTS
Commander o

Defense Depot Tracy
Tracy, Califomia 95376
For: Mediocal Stock :

or EXPRESS (Railway and Air)
SW3200 P
Transportation Officer
Defense Depot Tracy

Stockton, Califomia "

For: Medical Stock

or ALL OTHER SHIPMENTS .
§W3200

Transportation Officer

Defense Depot Tracy

Lyoth, Califomia

For: Medical Stock

*Southem Pacific Co. or
Westem Pacific RR Co.

OPSC FORM 9779 . 1 EOLFION MAY ¢7, OBIOLETE
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" CONSIGNMENT INSTRUCTIONS
(Public llealth Items)

f\

SHIPPING ADDRESS

¢HS/GSA Emergency Medical Supply Depot
Bastrop, Texas

PIIS/GSA Emergency Medical Supply Dcpo(
Branchton Roud
- 1*Boyers, Pennsylvania

PHS/GSA Emergency Medical Supply Depot
¢/o U, S, Naval Supply Depot
Clearfield, Utah

PHS/CSA Emergency Medical Supply Depot
Crab Orchard Wildtife Refuge
Crab Orchard, Hilinois

PHS/GSA Emergency Medical Supply Depot
¢/o Ozark Termmnal, Inc.
Neosho, Missouri

PHS/GSA Emergency Medical Supply Depot
Prairie, Mississippi

Seneca. {llinois

4S/GSA Emergency Medical Supply Depot
vilding T-31
itkins Air Force Station

Shelby, Ohio

PHS/GSA Emergem.v Medical Supply Depot
Building £2

U. S. Naval Supph Depot

Spokane; (Vetox) Washington

PHS/GSA Emergency Medical Supply Depot
Rough and Ready Island
Stockion, Cnhfurma

PHS/GSA Emetgency Medical Supply Dépot
‘Route 18
" ampdm, Pcnmyl\gua

PHS/GSA Lmergency Medical Supply Depot'
Building

608 ,\rsenal Street

- P*Watertown, Massachusetts

PHS/GSA Emergency Medical Supply Depot
U, S. Naval Supply Center-

Cheatham’ Annex

Williamsburg, Virginia

£

PHS/GSA Emergency Medical Supply Depot™ :

- ®Ruit Facilities not availabls at the Depot

MAILING ADDRESS
I’IIS/(;;SOA Emergengy Medical Supply Depot
G
Bastop, Texas 78602

’ PHS/GSA Emergency Medical Supply Depot
.. Box 52

P.0.B
Boyers, I’nnnsylvama 16020

PHS/GSA Emergency Medical Supply Depot
Cleartield, Ut~ Ba01s = 7
lI;HS/ Ci}SoA Emergency-Medical Supply Depot
Carterville, llinois 62918

PHS/GSA Emergency Medical Supply Depot

P, 0, Box 147
Neosho, Missouri- 64850

PHS/GSA Er;:rgency Medical Supply Depot’

P. 0.Bo;
Prairie, Mnsstunppn 39756

PHS/GSA Emergenc{ szisdical Supply Depot

Seneca, lllinois

PHS/CSA Emergency Medical Supply Depot :

P. 0. B

. DOX &1
Shelby, Ohio 44875

PHS/GSA Emergency Medical Suppl Depot
3322 North Sulli‘van Road 4
Spokane, Washington 99216

PHS/GSA Emergency Medical Supply Depot
Rough and:Ready slan

Stoc! ton, California - 96202

PHS/GSA Emergency Medical Supply Depot
Wampum, Pennsmama 16157 v ep

PHS/GSA Emergency Madical Supply De .
Building 235 . Y epo
670 Arsenal Street

Watertown, ) Massachusetts . 02172

PHS/GSA Emergency Medical Snpply Depot
U. S. Naval Supply Center
Cheatham Annex
Williamsburg, Virginia 23185

el U :
ORSSRI™ 2278 .2

COIFION MAY a7,

GesoLETE

s
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° TR Y uMsen Hoate -
DEFENSE MEDIC&L 'PURCHASE DESCRIPTION : 7 “|'6 October 1970
_FEDERAL STOCK NO. s \-v;u TDENTIFICATION - ’ ; UMY
: 3 . *
| 6505-753-4766 | THEOPHYLLINE, EPHEDRINE HYDROCHLORIDE]  Bottle
AND PHENOBARBITAL TABLETS, NF, 1000s e

Shall be Theophylline, Ephedrme Hydrochlomde, and Phenobarbital ’I‘a.blets N. F
and shall be in‘accordance with'all:applicable requireménts of Federal Standard
Fed. Std. No. 140a, dated 31 October 1966, and ‘Amendment 1, dated 25 Mairch 1970
together with the options and’ add1tions stated herein: . ]

82 Classﬁica.tion Shall be type I, class 1 .
|58.2 The following additlonal reqmrements and tests are added to this pa.ra.gra.ph

Shall contain the followmgvformu.la pe;- tablet, w1thm the applicable assay limitsz

Theophylling, (Eydrous) ___3_;____,____,_7__ 0.130 Gram
Ephedrine Hydrochloride - =wm«~mau-n wwmww= 0,024 Gram
Phenobarblta.l - - e ‘ 0. 008 Gram ‘

 ; A The Ephﬁdrme E:Vdrcchloride used m the manufacture of the tablets sha.]l be of
CENVE grade and the- Theophy]lme (Hvdrous) and Phenobarmm shall be of W P
“Jgrade. i e f

.

' All mher ingredients tsed'in the ma.nu;facture ‘of the tablets shall comply With Sﬁ. 1,
BL LEVEL STUDY

Chmcal La.bora.tory

State licensed ¢linical labore.tory or general clinical laboracory ofa hospital ac~ .
; credlted by the Joint Commissmn on Accredltation of Hospxta.ls pe b :

: Quahﬁcations of: Investic;ator

Lxcehsed Medical Doctor with' active chmcal 1a.boratory experxence

Supervxsion of Clinical Test

The testing shall be pe,rfo“med under the super‘nslon of the Head of the Clinical -
Laporatory, The findings shall be reported on'stationery Qz the clinical laboratory.

sl - Pagelopd

L ms e e w0 b ey
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Subjects for Clinical Test.

Not less than thirty nor more than thirty-six subjects having bronchial asthma
shall be selected. . The ages of the subjects must range from young teen-age 1o
over 66, o . ' B

Performance of clinical test,

The subjects are st"anda.rdized as follows:

1. Light breakfast consisting of cereal and/or dairy products shall’
.. shall be given. All xanthine contalning beverages, such as, tea,.
- coffee, and cocoa shall be excluded from the diet. ‘

2. ‘Subjects shall not take any theophylline-containing medication
for at least 24 hours prior to zero hour. -

3, Zero hour, Which is 1/2 to 1 hour after breakfast, shall be es- .
tablished for administration of one tablet., Just prior to zero hour,

a blood specimen shall be taken to determine that there is no residual
theophylline seérum content, -

4, " Subjects shall be under insti\ti?éo\;}al regimen during the study.

5. ‘Blood specimens shall be withdrawn at 30 # 2 minutes and 240 72
* minutes after zero hour. o

Method of Analysis.

The blood speciniens shall be analyzed for theophylline content by the Schack
and Waxler procedure, or by a method acceptable to the Government as being -
equally accurate and reproducible. . The Schack and Waxler procedure is pub--
lished in the Tournal'of Pharmacology and Experimental Therapeutics 9:283,
1949, ' ' o '

»
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Serum Theophylline Levels.

‘The average of the serum theophylline levels shall be not less than 150
micfograms percent (1. 5 micrograms per milliliter) at 30 minutes, and not
less than 300 micrograms percent (3. 0 micrograms per milliliter) at 240
minutes. The average shall be based on determinations from not less than_
thirty (30) patients. In addition, not more than three of the serum theo-
phylline determinations shall be less than 100 micrograms percent (1.0
micrograms per milliliter). Al patients shall show serum theophylline
concentrations. When the concentration is less than 100 micrograms percent
(1.0 micrograms per milliliter) a value of 0.0 micrograms percent (0.0
micrograms per milliliter) shall be used in determining the average. Any
individual values which are abnormally high (1. e., more than two and one-half
times the respective originally-calculated 1/2 hour and 4 hour averages) :

shall be eliminated from the calculations.

Note: Not more than six patients may be eliminated from the study due to
interferences in the serum, illness of patients, errors in analysis,ete.,
provided determinations from at least thirty patients are performed. Tack
of serum theophylline content shall not be cduse for elimination from the
study. Results of all patients entering into the study, except those eliminated
due to illiness, serum interference, or analysis errors, shall be reported.

S6.4.8 Hardness. .The hardness of the tablets shall be not léss than 3 When
tested by the Stokes Hardness Tester. Twenty (20) tablets shall be tested
and not more than 2 tablets may fall below the hardness requirement Stated
herein, ‘or not less than 6 when tested by the Strong-Cobb hardness tester.

$6.4:7 Scoring. Tablets shall be scored.

$8.4.9.1 Disintegration, Disintegration time shall be.not more than 4
minutes using purified water as the immersion fluld at a temperature of

‘87*C.Z.at C.

-3
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8505-753-4766 (P. D. No. 7)
S6. 4. 11 Moisture content. Loss on drying shall be not more than 2. 50
percent, when determined as follows: .

Grind 20 tablets to a fine powder. Take about 1.5 gram of powder and

"weigh accurately. Record the weight. Dry to constant weight at
105%C. (usually requires about 4 hours). Coolin & desiccator and
weigh accurately. Calculate the percent loss on drying.

PRFPARATION FOR DELIVERY

Shall be in accordance with 2ll applicable requirements of Interim Federal
Specification PPP-C-00186a, dated 15 May 1969, and Amendment-], dated
27 October 1989, together withdeletions or additions as indicated herein:

Immediate containers.  Shall comply with the following classiﬁcatioh:

GROUP A CLASS 1 ° TYPE e STYLE 2 ° GRADE 1
CLOSURE B . “ ' ‘ '
 Labeling. Labeling shall be in accordance with the requirements of the
Federal Food, Drug, and Cosmetic Act, and shall include the information
required below: :

Immediate containers. Each immaediate container label shall include
the following information. However, the informaticn is not required to ap-
pear in the sequence indicated. . :

; ; E .
(a) the item identification designated as "THEOPHYLLINE,
EPHEDRINE HYDROCHLORIDE, AND PHENCBARBITAL
TABLETS, N, F."
(b) the phrase "1000 tablets" or a similar phrase. -
(), the formula of the tablets
{d) the lot or control number
(e) the Fedeffal Stock No.
'(See additional 1abel informiation on page ) |

-4
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() the name and address of the manufacturer. When :
the manufacturer is not the contractor, the name
and address of the contractor shall also appear.

When both names are placed on the label, the
following designations shall precede: the names:

"MFR" for the manufacturer and . .
"CONTR" for the contractor.

{(9) thefollowing or similar statements:

1. Dosage:- Adults: 1 tablet; Children 6 to 12 years,
1/2-tablet. "May be repeated in 4 hours. For other
dosage and for children under 6 years-use only as
directed by your:physician. : . ‘

2. Indications: For providing temporary relief from
symptoms of bronchial asthma and hay fever. TIf
condition persists, consult your physician.

3. Warning;  Frequent or continued use may cause
nervousness, restlessness, or sleeplessness.
Individuals suffering from high blood pressure, '

- heait disease, diabetes or'thyroid trouble should -
not take this preparation except on physician's advice.

(I the date of manufacture-
Packaging and Packing. '

Unit of issue. One bottle containing 1000 tablets, as specified, con~- -
stitutes one unit of issue. : i E ‘

Unit e. At the option of the contractor, each unit shall be
packaged as specified in 5. 2. 5 of PPP-C-00186a. en

~B= -
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Procedure code. Procedure code No. 6 as specified in Tablé I
of PPP~-C-00186a shall apply, except that in column 2, of Table I, delete
112" and substitute " 6" and in column 4, delete "12/24" and substitute
" 6 /24 n

Markw.ng

Unit package When furnished, each unit, package shall bear the same
information as required for the immediate container.

Intermediate package. Eachintermediate package shall be marked as
specified in 5.5.3 of PPP-C-00186a, except that the date of manufacture -
shall be shown in lieu of the date packed. i

: Exterior container. Exterior container shall be marked as specified
in 5. 5. 4 of PPP-C-00186a, except that'the date of manufacture shall be
shown in lieu of the date packed

SUPPLIER RESPONSIBILITY FOR INSPEC'IION

Unless otherwise specified in the contract or purchase order, the supplier
is responsible for the performance of all inspection requirements as
specified herein. Except as otherwise specified in the contract or order,
the supplier may use his own or any other facilities suitable for the. per-

. formance of the inspection requirements specified herein, unless ﬁisapproveo
" by the Government. The Government reserves the right to perform - :
any of the inspections set forth in the specification where such inspections -
are deemed necessary to assqre supphes and semces conform to pre-
scribed requirements.

Records of examinations and fests performed by or for the contractor sha.ll
be ‘maintained by the contractor and made available to the Govérnment,
upon the Government's request, atanytime, or from time to time, during
the performance of the ¢ontract and for a pericd of 3 years after delivery
of the supplies to which such records relate,

No company supplying anv mqred;ent(s) to the contractor will be considered
an acceptable facility for the performance of any mspecuon requn'ements )
specified herein. o
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«

Rider to P, D. No. 7 - FSN 6505-753-4766 dated 6 October 1970

REPORT ON BLOOD LEVEL STU’DY

(a). “The results of 2 Blood Level otuc‘ly, pnrformed in the manner des-
cribed on pages 1 through 3 of Purchase Description No. 7, dated 6 October 1970,
and in the form therein specified, shail be furnished as part of the bid or
proposal and must be received before the time set for opening of bids or
propssals, The report on Blood Level Study will be evaluated to determine
compliance, with the above pages of the Purchase Description and any other
fpeﬁc;ﬁca}iion requirement, of the material the bidder or offeror proposes
o furnis

(b) The followmg will require re;ection of the bid or proposa.l

(i) Failure to s#bmit such reportﬁby the time speciﬁed or

e L

(ii) Failure of the report to show in detail that the Blood Level S‘udj
was performed in the manner described in the specﬁication, or- v

(iii) Failure of the report to show that the material offered conforms’
to the requirements of the above pages of the Purchase Description, -or

~{iv) Failure to submit data demon'stré.ting that the material subjected }I
to the Blood Level Study complies with.all chemxca.l and physical requirements

of the purchase description.

{c) The material de}ivered u.nder a.ny resulting contract shall be manu-
factured by the same method and process, and be of the same formulation,
as the tablets subjected to the Blood Level Study. The batch production '
record of the lot(s) used in the clinical test shall be made available for review

by the Government upon its request.

{d) The Government reserves the right to test, at its discretion, the
material offered or delivered hereunder to determine compliance with speci-
fication requirement of a Blood Level Study contained in the aforesaid :
Purchase Description as well as any other specification requirement, and ’
nothing contained herein shall in any manner be. deemed to relieve the .
contractor from delivering material in strict'accordance with the specification |

and any other requirements of this bid or proposal.

The Blood Level Study which is required to be submitted as part of the bid or

proposal shall be furnished for initial approval. Subsequent submission of
an approved Blood Level Study is waived, provided the offeror of the product.
certifies that no cha.nges in the product formulatmn or ma.rmiacturmg pnro-
cedure have occurred. ,

Page lofl
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. ’ . [wunece oATE
DEFENSE MEDICAL PURCHASE DESCRIPTION 20 January 1972
TFEDERAL STOCK NO. ' ITEM IDENTIFICATION une?
6505-11€-7750 DICOXIN TABLFTS, USP, 0,25 mg, 100s.. ottle
. ‘ 4

Shall be D goxin Tablets, U,S.P., and shall be in accordance with all appllca‘ole
requirements of Federal Standard Fed. Std. No. lli0a, dated 30 October 1966, and
Aw-ndment-l, ‘dated 25 March 1970, and as specified herein: .

82, Classification. BShall be type-I, class 1.

$5.2 The following additional requirements and tests are added to this paragraph:

" Shall be tablets containing 0.25 mg of Digoxin ‘per tablef;, within the applicable
assay limits for the tablets.
p

i 86,42 Colors Uncoated tablets shall be white. ; : 4

»

&

PREPAPATION ""OR DELIVERY

Shall be in accor"'ance with all applicaole requimments of Interim Federal '
Specification PPP-C<001E6a, dated 15 May 1969, and Amendment-l, dated
27 'October 1969, and as specified herein: ,

Tmediate containers. Shall comply with the fouowing classification:

GROUP A CLASS X' TYPE o STYLE 1 GRJ\DE 1

P CLOSURE A, B, or F T ‘. ’ SEALJ}or’BA

lapeling. Labeling shall be in.-accordance m.th the - reculrexrents of the
Tederal Food; Drug, and Cosmetic Act, and shall'include the Momat;.on recuired

walows

'Immediate containers. ‘Each immediate container labtel shall bear the
following Informakaon, However, the information is not required to appear-in
the sequence indicated: T i

(a) " the item name designated as
*DICOXIN TABLETS, Un~ «P."

(b) the quantity of active mgredxent per tablet
designated as "0.25 mg" -

(c):the p'hraae "100- tablets” or-a simxlar phrase

(Soe additicnal label intomation on.page 2)

S

55c-1 - - Page 1 of '3

RS2 FORM 2087 REPLACES OMEC FORM T+4130/ 11, MAR 84, WHICH WILL
neT Uy BL UKD UNTIL ORPLETED
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S (d) the Federal Stock No.
| (e)’:“the lot. or control mnnber
(D) "the ;;date of manufacture ' s
{g) - the name-and address of the marmfacturer. When ;

" the manufscturer is rot the centractor, the name
and address of the contractor shall alse appear,

When both names are placed on the label; the’
. following designations. shall precede the namess .

- "MFR". for the nmnufacturer and
"CONTR" for'.the contractor. =

(n)  the statement "Caution: Federal law ’prohiﬁita o
dispensing without prescription ro

;‘(i) the word "Porson" m prominent red letters.,

Packaging and Packing.

Unit of issue.  One bottle containing 100 tablets, as speci.fied,
constitutes one unit of issue. .

" Unit package. At the option of the contractor, .each unit shall
be: paclcage as specified in 5 2.5 of PPP-C-OOI@éa .

T i 're cade, Proced'ure code No. 2 as specu‘ied in 'I’able T
of PPP-C~OOTES shall apoly.
Mar so .

I TRt Eackage. When mmished, each unit. package shall bear the
same information as reguived for the hmdiate container. )

T Intefrmediate nack \ge, Intermediate pat-kage shall be marked as
specified oD 1E68, except that the date ot‘ mmt‘acmre -
;shall be shawn in 1ieu of the ‘date pac!fed. G

. Ekterior contaimzr. Extermr container shal, 1.Be ‘marked in. i
“.accordance With 5.5.L of PPP-C-001E ‘a, except that the dafar of- mnnfacmre ‘
_ ‘shall be" shown in lieu of the date packed, .
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- 6505~116-7750 . (P. D. No. 8)

SUPPLIER RESPONSIBILITY FOR INSPECTION

Unless otherwise specified in the ‘contract “or purchase order, the suppli.'gr
is Fesponsible- for thé performance of all-inspection recuirements ‘a8
'specified herein. Except as otherwise specified in the contract or order,
the supplier may use his own or any other facilities suitable for the .
performance of the.inspection requirements specified herein, unless dis=
approved by the Government.  The Government reserves the right to perform
_any of the inspections set forth in the specification where such inspections
are deemed necessary to assure supplies and services conform to prescribed
requirements, : :
Records of examinstions and tests performed by or for the contractor shall
be maintained by the contractor and made available to the Government, upon
‘the Government's request, at any time, or from time to time, during the -
performance of the confract and for a period of -3 years .after delivery of
the ‘supplies to which such records relate. ) 1h

No company ‘supplying any ingredient(s) to the contractor will be considered
an acceptable facility for the performance of ‘any inspection requirements
specified herein, . :
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%
S — -
i t . - . " . NUMBLR
DERENSE MEDICAL PURCHASE DESCRIPTION L

. . - \ 2.
FESIRAL STOCK MO. | . I STEN (DENTIFICATION A :
5505-100-8700 L e N O
Dmm'wmm SULFATE- mAmms, baP, 5 ng below :
6'505-100-8715 ‘ i

f

Tais purchasé descﬂption covers the following items in the unit of issue - o
5 indicated for the appropriste Federal Stock No. (FsN) acd 1ten mentm.cauon-

“Pederal Stock No. (FSN) . Ttem Tdentiflcation
§505~106-8700° o Dmmmmmr SULRATE mmms, =
) . Usp, 5. mg, 6s : s
,/ g.os-m6-s715 4 DEROAMPRETAMINE SULFATE 'mmrs, '
v T USP, 5 mg, 1008 -

"FSN 6505-106-8700 and. FSN- 6505‘106-8715 sha.u comply vith the follwing
- reguirenenis:

" Shall be Dextroemphetemine SuLate Te.blets, U.5.P., , and shall be in accordance - -

. with all applicable requirements of Interim Federal Standaxd No. 001k0 RO
(Nevy-Bulded ), dated L7 December 1959, together with the options ezm additions -
teted herein: i . . e =

s2. Cla..sificauion. Shall be type. I, class l.
..85.2 The following ad.da.tional requirements are "added to this paragraph

Shall be toblets coantaining § mg of Dextroanxphetamine SuJ.fate per tablet, within '
' the eppllcable assay Limits for ‘the tablets. R

86.k.2. l Uncoated tablets. Tablet-s shall be white. S

56.4.7 saor:l.ng. Tablets shau be scored...

PR!'_’PARAJ. 0 FOR DELIVERY -

Shall be in accordance with a:L'L applicable req_uiremen’cs of Federal Speci:ica’cim
PPP-C-126, dated 1L December 1961, together with delet:!.o..s or sdditions ag . .. -
indicated herein. : o .

‘(See v?age 2)> Y

" { Page. 1 of 5

G

Praeg e ypge :'»‘-l”'-"[\ LTy -\‘.\qc. 3 w\ Ilv‘vuhain MAH RE; it S8 WEE L4 - A -
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. PO _-,

Inmedia.te containers.

For FSN 6505-106-3700. ‘1 -

(sece Pa.ck&ging on poge 4). C et \ R
" For FSN 6505-106-8715 o

- Imedie.te containers sha.u. comply vith the follmring cla.ssiﬁca.ticn.
‘cxoupA.'c:.Ass:L TYPE ¢ smma GRA.DBlora
Aty ‘SEAL A or B

CLOSURE A, B, or F o

e I.é.beling Lebeling sheil be 4n accoma.nce with the requirements of
“~the Fegeral Food, Drug, and Cosmet:l.c Aet, and. shall mclude the Lntommian
; required 'below- ) ;. : B , .

 For Fsy 6505-106-8700« B

? . N Tt ',.: ‘ '.,.'
;; e Inmediate conta.iners. Le.bel:l.ng not required P

: 4 . Unit packeges. . Bach.unit packags label £or FSN 6505-106-8700 X
shall bear the following information printed on one side, However, the - ...
»finfoz".ogticn is not req,uired to appea.r in the sequance indicated. ;

b
¥
<

- :(a)u the item identifice.tion designated as. Sk
" "DETROMPERTAIINE SULFATE TABLELS, U.S.P". *

,-"ghe quantity of a.ctive ine;redient desi@ated as’ ‘
2 me: 2 N

‘r",the phrese "6 tablets" or & smm phme

‘e's"hockv i.'imbeé.' " x

'then l.at o control num'ber co :
‘the name end address’ ot' the manufactw. mwa :
“the manufecturer is not the contractor, the .-
’nameana.addreuofthe contmtorshallalsomm

.Mbothnmem lacedmthczabel,
.-‘foﬁawing desig:ation she.ll preceda the nanes:

" MER" for the mamzracturer T
v--,"m“rorthe con’craetcr : .
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N T 6505-106-8700 (Pn#a)

7 The ‘unit pa.ckage shall be marked on’ the opposite side with
" the rouowing or similar statementss .. -

"6 tavlets” " et

heta'nine Suffate 5 mg_______'j:

e These tablets will relleve ratigue and enable you to
-stay a.vra.ke. ' . . i

Do not: ta.ke unless extreme]y fe.tie.'ued or very sleepy. . .
Teke only in emérgencies and vhen authorized hy an orricer

FoJ.l.ow directions carefu.u,f

DIRECTION: Take cne (1) tablet 1f sleepy or two (2)
tablets Af extremely r.atigusd Repeat; this dose in:
Bix. 263 Hours -1f necessary, but do not take more than
six 6 tablets in any one (1) week )

CAU.'[‘ION H sj.nce .‘bhese ’ca.blets keep you a.wa.ke, do no‘.'.
take when Telief or rest is expected within six (6)

boars, unless’ ezcessiyeiy exhausted. They should, not
'be given to hysterical or severe]y wourided men, -

.«Keep tablets :m this box until a.l]. bave been te.ken. .
“The statement "Caution.” Federal lew pronibits -

_dispensing without preseription” ghall not appeax
on the it pacba.ge La.bel for Fsm 6505-106.8700.

For FSN 6505-106-8715. :
B Iwmedlate containers_

ST paek inmedlate contai.ner label for Far 6505-100-8715 shall beui
tho following information, : owwer, the inromtim is not:required to appear”

(See -:memg_ o page k)
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- 6505-106-8700 (PD # 2)

(&) the item identification designated as
. "DEXTROAVPHETAMINE SULFATE TABLETS, U. S.P."

. (v) the quantity of active ingredient deai@:a\.ed. as "5 mg
e {¢) the parase "100« tablets” or & sinilﬁ.r phrase N
: (d4) the stock number . ‘ .

B (e) the 101; or con’orol number

7 (£) the name a.nd a.ddress of :the ma.nufacturer. ‘When
7ovo . the menufacturer is not the contractor; the .
_ naue and address of the contra.ctor shall also e.ppea.r.

- When both names are placed ¢n the label, -the :
. following dcsigna_tion shall precede the names: - :

L MERY for the manufacturer end
YCONTRY for the contractor G

(g) “the statement "Cautian:’ Fedeml law prohi‘oits
, dispens:!.ng without prescription"

PRV

Pack«‘gmg.

. Unit of issue. Cne (l) box or one (l) bottle, as specified, constitutes
" one unit of issue,

Unit Eack ge.

: FSN 6505~106-8700: ‘Eech tmit shell be heat sea.ledib
__sheets of cellulose ecetate or other suitavle material, with ef.ch taoblet ¢
__in an individusl ‘pocket formed by sealing the two sheets.’ :

'I‘::n material of which the above prescri‘bed package is fa‘n*-icated shall be 80 . .,
treated &5 tao preclud.e the possibility of interaction between it and the taolets =

. Bach such peckage shall be assembled between a palr of suitable d.iencu\. pads. ana
oac‘.cged in'a Blide cover of carton of suitable design measuring aporo:d.mately
3 by 3~1/4 vy 3/16 mches. Pccka.ge sha:u. be adequateq secured 0 prevent
accidenue.l opening. ¢ .

: FSN 6205-106 -B715:. At the’ option orr the contractor, each unit
s"xa.ll be pecsaged a8 specified‘in 5.2 Se L .

b

32-814 (Pt. 24) O.- 74 - 28
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R T esosdigkesioe (B g e) o1 L

) Intermediate packege. The number of units of issue specified in .
+ble I, column 2, for Procedure Code No, 1 for FSN 6505-106-8700, and = °
Procedure Code No. 3 for FSN 6505-106-8715, indicated in colums 1, shall be. -
packaged in an intemmediate package constructed in accordance with the Ll
applicable paragreph referenced in column 3, except that partitions shall
not.‘be required vhen wnit package is: furnisted.  Commercial colors shall . . Ll
be acceptable when carton conforming to Federal Specification PPP-B=566, PPP-" = -
B-663, or FPP-B-676 is utilized. : ST . I

'7Pac‘.cin;;. The number of units contained in the intermediate packages end -
totel nuaber of units of issue for the applicable procedure code, indicated in ]
" colwm k4, shall be overpacked in an exterior contadiner, constructed in accordance
_-With the applicable paragraph veferenced in column 5 (level B), or colum 6
(level A), for the level of protection specified in the procurement document, .
except for FSN 6505-106-8700, in table T, columa 4, delete '12/432% and - . :
subgtitute !'12/216' and in FPP-C-186; delete S5.%.3.3.2 end 5.4.3.1.3. Bursting .-
. strgngth of carton shall be in accordance with special requirements in table - ¢
I of Federal Specification PPP-B-636, in lieu of bursting strength specified ™ .
> in the applicable paragreph:referenced in colum 5 (level B). Method I ~
- elosure of Federal Specification PPP-B-636, shall be utilized on level B .
fiberboard packs. . .In addition, in line 10 of 5.k.%, delete "IV" and substitute
+: “III; oxr Federal Specification PPP-B-636, type CF, class weather-resistant.”" ~
At epd of 5.h.b.1, add "Case liner shall not be required for £ibekboard boxes.” .
Add Xhe following new paragraph: - "S.4.h.1.1 Closure.  Closure of wood baxes el
shall be in accordance with appendisx of epplicable box specificatiom. - Closure e
of wach fiverboard box shall be as -specified in the appendix, and waterproofing ™
shall conform with 30.4 of Federal Specification PPP-B~636." . =~ - .«

Harking,

-~ Intermediate nackﬂ&. ‘Each intermediste package shall be marked in
accordance with Militery Standard MIL<STD-129. When labels are-utilized, water~ .
proofing shall bo requdred only when epplicable carton is Pabyicated of vater-

- ‘resistent material. Lot (control) number, contxact or purchase order number = - -
. and nexme of conbractor shell be showm. . : -~ - . 0 e e T et T

. Exterior containers. Exterior containers ehall be marked in accordance -
with M{11tary Standard Mj HIL-8TD~129. - Lot (cohtrol) number shall be shown. .
SUPPLIFR RESPONSIBILITIES FOR INSPECTION. R e

- Such exaninations and tests &s are set forth in this specification, or as
otherwise be appropriate or necessary to insure that supplies conform to -
specification requirements, shall be pexformed by and at the'expense of the
supplier. Suppliers wha do not have facilities ‘adequate for such tests .

. shall arrange for the use of test Pacilities agceptable to the Government
Records or examinatlons end tests performed by the supplier shall be -
maintained by the supplier and made availabla to the Govexnment, upon: ..

_the Government's request, at any time, or from time to time, for.a period
'0f 3 years after delivery of the supplies to which such records relata.:
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MODTFICATION NO, 2
DATE: 1 March 1967

: MODIFICATION TO DEF’ENSE MEDICAL PURCHASE DESCRIPTION . . .

This modification forms a pm of Defenae P.edical Purchase Deseription .

‘gllo. 2, dated 21 July 1966 and covers the following 4tems to the extent specified
o erein: n

" Federal Stock Noe

| 6505-106-8700 Dmaommm'rm;m sum'm 'mms, use,
: - ng, :
" 6503-105-8715 = - Dmaommumm SULFATE. wmms, USP,

o 5mz, 1005 R
: Paga 1 ,' s
Q‘f'tmnes 1Y and 12 delete’ "Interim Federal standard Noe 0011;0 (mvy-BvMed) 3. dated
;.. 17 December 1959" and substitute #Pederal Standard Fed. std. No. lhOa, atod

;.30 October 19660 - | _ .

i'\;,__.Under 155,2" insert the fonowing new paragraphs:

t?;“ *The dextroamphetamine sulfate used in the manufacture of the ﬂ.n:lahed tablets

"' shall be in accordance with the tests, standards, and raquirements of the U.S.P.,‘
and, in addition, shall _comply with the fo]lowings e .

"Parpidity and colors

‘ . Prepare an 8 percent w/v aqueous’ solution and aké immed reat
‘3 Klett-smeraon colorimeter, "or other suitable imetmmen’c or

g comparable resu s fmk{!“ er's - Len
the c_ar‘ anm
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6505-106-8700 * (10d. No..a_) ‘_'

IR

"Assay  (in duplicate):

Transfer an accurately veighed saumple (about 1.0.Gm) to a 1000 ml S
volumetrie flask. - Dissolve in and dllute o voluze with distilled water. .
Record the.ultraviolet absorption spectrv of the solution. from 300 te:: .
220 millinicrons on & Cery Recording Spectrophotometer, or:other suitable
instrument giving comparsble results, using the following operating
conditions: 1 cm cells, distilled water in the reference cell, low apeed,
‘large .gear, s1lit width - not more than 0.15 m at 257 mu. “Record a base- -
pe under the saue conditions with distilled water in both cells. :

_Celeulations:

(A (dax.) =& ) x 0.999%x 1000°x w0 wio
57 285 il B % purity
e Sample WE. (mg) - B P

#0.995 8 mg dext;pamﬁpefaminc sulfate/ml/unit - A
Limits: 98 0 102 percent. : a0

.+ "AlL other ingredients entering into the preparatiocn or panufecture of the tablets
sball comply with S5.1." ' C L ‘ ;

“56.).1‘.2.1‘ Uncoated tablets. Delete dn its

entirety ana! sﬁﬁsﬁitnto:' .
"$6.1i.2 Color. Uncoated tablets ‘shall be white,m ! LEDL




COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY 10351

.
K . . . o :wuw.n foure
DEFENSE MEDICAL PURCHASE DESCRIPTION | 2 1 1 Maren 1971
VT FEOETAL 5TOCK MO. - | ITEM IOENTIZ ICATION ‘ ' i NIT
o -
‘ i
6505-132-6904 CISONTAZTD TABLETS, USP, 0.3 Gram, 100s ' 69 i 2octle
. : ; ° h A
v " i i 4
v N

shall'be Isoniaz wd 1aoleta, U«8.2.;, and shail be in accordance with ail
applicable requirements of Federal Standard Fed. Std. No. l4¥a, datea

31 October- 1966, and Amendment-1; daved 25 Yarch 1270, and as sbeciiied herein:
5.2 'Classification.~»shall be type I, class 1

Shall be suitable-for use as an antibacterial (tuberculostatic).

$6.4.9.1 Disintegration. Tablets shall disintegrate in not more than 15 minutds.
e e =k

PREPARATION FOR DELIVERY - Lo . n

' . 8hdll be in adcordance with gli applicable tgquikements of terim‘FeﬁeLul
Specification. PPP~C~00186a, dated 15 May 1969, and Amendment=l dated 27
Octobexr 1969, together with deletions pr adalt*ons as ‘indicated ueraxn.

Irmediate containers. . Shall comply with the. following. clagsification:

GROUP A CLASS. 1 TYPZ e

CLOSURE A, 3B, or FJ. B Lkcors

ng. Labeling shall be in accord with tine trequirvemeiits of ine ;

A.abe' ace
[ Federal Food, Drug, and Cosmetic.Act; and “a; includa ‘the inkeh“ac;on raguired 4
below: . : {
Tomadiate containers. ach ‘immediatecofitainer labzl shallibear she-

. fallowing information. However, the information is not riquirédito appear in -
/the S@quence indicated:. -~ I R

(a) the item Hane designated as
"ISOLI TAZID TABLETS; U.s.p."

(b)  the quantity of active 1ngredlent ue;lgnated as
21003 Gram"
Note: The official abbreviation "g." may be
used in lieu of !gram."

(c) the phrase "100 tablets" or a similar phrase

()" “the Tederal-Stock Ns

(See addicional 1abel,iﬁformationion gagé{Z) R

32614 587

ssc-1

Page 1 of 3

DPSC FORM 2037 B AEPLACKS OMSC FORM T4120/ 11, MAR 64, WHICH WILL
Scr A . DR USED UNTIL DERLETED
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"'6505-132-6904 (P, B #2)y

“(e)  the lot or. control number

(£) ‘the expiration date » Y \(jl
(gs éhe name and'éddress of cﬁé manufécturer. " When th§ R
manufacturer is not the contractor, the name and

“ address of - the contractor shall also. appear.

When both names ‘are- placed on the label, ‘the .-
following deslgnations shall precede the names.}
"MFR" for the manufacturer and g
"CONTR". for the contractor. -
: (h) the statement: "Caution. Federal .law prohibits S
L dispensing without prescription‘"

\\ s (1) the statement’ "Broteet ftom light."“ ,.:

). the statemen: "Keep Tlghtly Closed."”

Packag ng and packing.

B

g ’ Unit of issue: One bottle containing 100 tablets, as specified, con~
' stitutes one unit of ‘issue.

; Unit package.. At the option of che eontractor each unic shall bc ,*’
‘packaged as specified in 5.2.5.0f PPP-C-OOlSGa. : :

: .- Procedure code. Procedure code No. 4 as specified in Tabl: I of
PPP—C~001863 shall apply.

»~

Marking. ‘ 1£ .

Unit package. When' furnished, each unit package shnll becr Ehh saal
information as required for :he immediate container. )

e Intermediate package. Each intermediata package shall he~n.nknd in
" accordanca with 5 5 3 and 5:5.8.1 of PPP—C—GOI&G&.~ v .

Extarior container. Extexior coutainer shall.be nn g
with 5.5 & and 5 5.8.1. of PPP—C*00186&.

-2
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6505-132-6906 (P. D. #2)

S e e i

‘SﬁPPLIER RESPONSIBILITY FOR INSPECTION-

Unless otherwise specified in the contract or purchase order, the supplier ;
is respounsibile for the performance of all inspection requirements &s
specified herein.. Except as otherwise specified in the contract or’ ‘oxder,
the supplier may use his own or any other facilities suitable for the :
performance of the inspection requirements specified herein, unless dis~
approved. by the Government. The Government reserves the right to perform
any of the inspections set forth in the specification where such inspections’
are deemed necessary to assure supplies and services conform to prescribed
requirements. . )

Records of examinations and tests performed by or for the contractor shall
be maintained by the contractor and made available to the Government,

upon the Goveérnment's request, at any time, or, from time to time, during
the performance of the contract and for a period of 3 years after delivery
of the supplies to which such records relate.

No’ company supplying any. ingredient(s) to the 'contractor will be consideted
an acceptable facility for the. performance of any inspec:ion requiramen:a
specified hereln. . . S
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CUMODIFICRTLON HOL L
T DATE: 6 February 1913 4

MODIFI(,ATION 'I‘O DEFFNSE "TLDICnL PURC‘{A“E DF ;(RIPTIGN

This modification forms a pe.rt of Defense Medic 1 Purchaqe Dﬂscription S
No, &, dated 20 rebruary 1969, and «_overs the follcwin;r itm to. the extmt‘
ep(-)cz.fi.ed herein: ‘ : :

Federal Stock Nos ) Item Identiﬁcatmn

« :6505—1’38-&’225 ; PROP“LTHIOURACIL 'rAnms, UQP, 50 mg, lOOs
Page i: . : i

i Precedirp the parawraph "56.)4.2 c°lor" - Insert the follaving new paragraph- )

nIp (i) the ouali ¥ asstrance represmtatlve submits sarplas ts m hbmtary;
at the Defense Personnel Support Center, or (ii) the bidder:
required by the terms of the Scheduls: or otherwise to mxbmit aqu
‘Laboratory, a quantity of 15 grams of Propylihiouracil povder used ih the .
‘manufacture of each lot of Propylthiouracil Tablets, U.S.P., accorpanied by
Y& certlftéute of analysis listing all test resulis; shall be submitteé wi‘h
 the finished product to 'the Technical ‘Operations ‘Division, Directorats of:

Medical Mzteriel, Defense Personnel Support Center,: 800 South Z0th & treet,
Philadelphia, Pa. 19101, Attention: Quality Assurance Br:mch.", : e

Under "PREPI\RATION F’OR DPLIVERY“ - J)elet,n= ’che .f.‘irst paraf'raph in its enurc ..3 ‘
and subs?.itute' . . B

-."Shall be in accordance with aJ.].Apphcable requirement :
Specification PPP-C-00166a, dated 15 May 1969, and Amndne(xt-l, dattd
?'f Oetobsr 1969, and s apeci.fi.ed herein'" et L

‘-""Packagimg shd Packi;_xg T

"Upit of issue. One bottle cont,ainim' 100 tat‘l.ets, a< aﬂecifiod, -
constitutes one unit or issue... T

‘“init package, At the opticn o the contractor, each nmit ]
packaged as spec§§ied in 5.:.5 of PP?-C-OME 8.4 St

¥ Procedure: codg. Procedure cﬁﬂe No. 2 as specxﬁnd in ?‘. »le I ;
QPPP—C-55 1663 shall apply. S

. , " Poge 1 of 2
85C-1



COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY 10355

. 6505-138-L225 (Mod. Nou 1)

gag Eueh intemediate package shall be ma:rked as
] , F—C-OOIB&, except that the date of manufacture shall
"hmninlieu f the date pcuked.

1m \Yen of am pamd.

Mnm RESPOHBIBILITIES FOR INQPELTION Delete in its entlretv and
; tute. ] : : :

LIFR RESPON n.m FOR_INSPECTION
oy ——i&‘-&‘

"Unleas 0therwioe specified in the’ cantract or purchfme order, the supplier :

. "iw responsible for the performsnce of all inspection recuirements ag -
specified herein. ‘Except as otherwise specified™in the contract or order,
"the suprlier may use his own or any other facilitiés suitable for the

ormance of the inspection requirements specified herein, unless dis-

o !mirmd b) ‘the Govermment, The Government reserves the right to:perform -

" amry. of ‘the inapections set forth' in the speciﬁcauon where suéh inspections
' ave deamed necessary to assure supplies &nd services conform to urescrlbed g
;mni'mimts. PR Y , P : R

o Reccrﬁs of cmmstions :md tcsts pcrfomed by or for the contractor shall
“ be'maintained by the contractor and made available to the Government, upon “:.
“xhe Government's ‘petuest; at any time, or from fime to time, during the
“'performance ‘of Lhe eontroct -and - for & penod of 3 years after delive:w of the
isvpplies’ ta which a%mh reccrds rel&te. : S ‘

' Iying n&y mmdiant(s) to the contractor ‘uill be Lonsuiered ‘
an amptable faci‘.l’.ity tor the perfmance or any inspection roquirements P
-;apecmnd m-em.'? iy ( , : , . e
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- ) HUMBER OATE
DEFENSE MEDICAL PURCHASE DESCRIPTION 8 | 20 Pebruary 1969
FEQOERAL STOCK w0, ITEM )QENYUF[CAFIO)O ['T1R 3
6505-138-4225 PROPYLTHIOURACIL T43LRTS, USP, 50 mg, 1008 Bottle

Shall be Prooylthiouracil Tablets, U.S.P., and shall be in accordance with all
applicable requirements of Federal Standard Fed. Std. No. 1kOa; dated 30 October
1966, together with the optidns and additions stated herein: E ’

52. Classification. Shall be tyve I, class 1.
$5.2 The following additional requirements and tests are added to this paragraphl:

Shall be tablets cgntg;n%gg 50 mg of Propyithiouracil per tablet, within the '
applicabie assay limits for the tablets, . .

The Propylthiouracil used in the manufacture of. the tablets shall meet the tests, .
standards, and requirements of the U.S.P., except that the U.S.P. limit of heavy

metals shall be modjfied o read "not more than 10 parts per million."

The Propylthiouracil powder shall comply with the maximum: limit for "Thiouress: o
@8 given in the British Pharmaconoeia, 1968, pages 8.6 and 62k.

S6.h.2 " Color. Uncosted tablets shall be white,
S6.1.7 Scoring. Tablets shall be scored.
PREPARATION FOR DELIVERY

Shall be in accordance with all applicable requirements of Federal Snecification
PPP-C-185, dated 11 December 1961, together with deletions or additions ‘s
indicatéd herein: :

Tvinediate containe=s, Shall comoly with the following classification:

ROUP A CLASS 1 TPEe . STYIE2 . GMDE1 :
CLOSURE A, B, ¥, or G SEAL A or B (for closures A, B, and
} . © :'F only) )

- Labelin, . Labeling shall be in accordance with the requirements of the Federall
Food, Drug, and Cosmetic Act, and shall include the information required belows - -

* (See labeling on vage 2)

2614 5%

.
Page 1 of 4
DPSC FORM g7 ) REPLACKS GMEC FOMa Te4 120711, AR Do, WHICH WHLL &+ 70
ocras BE USEO UN TH. DEPL ETED




COMPETITIVE ' PROBLEMS IN THE DRUG INDUSTRY 10357

6505-138-4225 (P. D.. uo.”' R e .

T Immediate cmnmra. Each dnmediate cont‘m 1abol a!un bm the
fonowu:g Information. ﬂaumr, ‘the. in!‘omtim u not roqu..ml 'bo amu' M y
the uquau m«m. . : Gt

¢(a) the itan idsntﬂicatian dcaigmtad
L w "Pmmm Tﬂms U.S.P. ’
By (b) ‘the qmtity of act.iu mgmm
© - designated n:-‘,','So L

(e) thcphrm nwmlmnoramm
(4) thcato’km o
S {e) mlotorcmlmnhr . : :
' '(t)' mmwm»ormowww M-v:
.. i the wemfacturer is not the contractor, the name
'u\dmathtcmmm shall alse W- S

:mm::mnroplaeodonthelm,v
Lollowing mxguum shall, pmod: m mﬂ

WNFRW torths manufacturer and

WCONTR® for the contractor. ) :
(8) "the statement Caution: Federal law pruhmta ‘

_d&wﬁunﬁm prcmybim. B SR

AT {h) the date ot mﬁfactm.
. Unit or iesue. One amme contﬁniug 100 t&htn, as wiﬁd,
: cmm iseue.

::;:mgwmofmmm,mmnm
.2.'

mmormuofumm

: 4 > be " intérpediate packsged in stcordamce with 5.3,
except Miﬁcm qh:ﬂ not be required when unit paehge is tumished.
cmmial colors ﬂn be n«phblo on inumdim cartons. TN

-,z;
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APPROVED NZW DRUG APPLICATION REQUIRFD

,The supplier of any item(s) listed below must possess, at time of award
“%sf contract for such item(s), a New Drug Application which haa been
approved by the Food and Drug Administration. :

F3N S - © Ttem Identification -
6505-136-4225 'PROPYLTHIOURACIL TABLETS, USP, 50 mg, 100s
Page lof 1
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-

* Applicable ‘to E::te'ridi* Conggg,_x_;er Markings only: =~ -
Marki ngs for exterior conta.inere shall be a8 specified :Ln the Procurement :
documents, except that the-"Item Description, Item Identifivetion, Item .

Name, and Trade or Brand Name" shall not be shown: on the exterior containcr.

In additlon, the words "Drugs", and "Poiaon", currently T quirad on ‘the
_exterior conta..ner shall also be ‘deleted. : : .

Markings on the exterior conta.iner sha.ll be a.pplied in sequancﬁ. a.nd there :

shall be no blank cpaces pérmitted. between lines as a result of.the Jelétion

_of the nsme, i.e., the quantity end unit of issue shall follow ﬁhe FSH A
markings, and all other me.rkings aha.ll be moved up accordingly.

o o
"
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3 FEDERAL STOCK NO. i ST ITEN CIDENTIEICATION . T (LERS
§

6505-126-9375 VEPFRIDINE HYDROCHLORIDE TABLFTS, USP, 50 mg, 100s Bottle

Shall be Meperidine Hydrochloride Tablats, U,5+P, , and shall be in %ccordancq
‘with all applicable requirements of Pederal Standsrd Fed. Std. No. 1404, dated
30 October 1966, ‘and Amendment-Y, dated 25 March 1970, and as specified herein:
52, Classification. Shall be type I, class 1. '
Shall be suitable fdr use a8 an oral narcotic analgesic.

k $5.2 The following additionsl requirements and tests are added to the paragraph:

| Shall be tablets containing ) 55 of Mgggridim gzgrochloridermr tablet, within
o © applicable assay limits I'or the tablets.,

$6.L.2 Color. Uncoated tablets shall be white.

PEZPARATION FOR DELIVERY

Stiall be in accordance with all applicable requircments of Interim Federal
Specification PPP-C-001l86a, dated 15 Nay 1969, and Amendment-l, dated 27 Octcber
1969, and as specified herein:

E Immediate containers, Shall comply with the following classification:
; GROUP A CLASS 1 TYPE o STYIE 2 GRADE 1
CLOSURF. A, B, or F .  SEALAorB

© . labeling., Labeling shall be in .accordance with the réquix_‘ementa of the
Federa] Food, Drug, and Cosmetic Act, -and shall include the information reguired
belows .- i : R

Immediate containers. Each immediste container label shall becr the
following information. However, the information is mot required to appear in
the sequence indicated: ;

(a) the item name designated as )
WMEPERIDINE HYDROCHLORIDE TABLETS, U.S.P."

(b) - the quantity per tablet designated as "50 wg"

"(c) the phrase W10 teblets® or a similar phrase .
(gee additionsl label information on page 2)v v

f 5501 S Pagg 1of 3
DPSC FORM 2087 REPLAGES DMEC FOMM T-4120/ 11, MAR w4 wHiGH WL

ocres BEUSKD UN YIL BEPLETED
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6505-126-9375 (P. D. No. 6) L

g

#

(4) the Federal Stock No.'
(e) the Yot or control number
(£) the date of mrmfa.cture

(g) ‘the name and sddress of the manufacturer. When S
the manufacturer is not the contractor, the name = . .
and address of the contractor shall a.lso_appear. .

_When both names are placed on the label, the
rfollowing deaignationa_ shall precgde mq namess

"MERn for the msnufacturer and’
"CONTR? for the contractor.

(h) the statement "arning: May Be Hablt Forming®
~or a similar statement S .

(1) the statement "Caution: Federal law prohibits
dispensing without preseription." .

(j) 2ll information véquired by Federal : -~
e Regulations Implementing the Comprehensive Drug Abuse
Prevention and Control Act. - _ S :

Unit packs, es, - Bach unit package shall bear the sane “information
;a8 required for the ﬁs el of the immediate container and, in addition, -
‘shall bear the following: S =

(k) the statement: "See enclosed 1itersture® |
“ or a similar statement. :

A circular, brochure, or other printed matter shall be packaged within each

unit package setting forth as a minimum: - Indications for use 3 Recommended -
dosage; Precautions and contraindications. : o
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A

5 (P, Do No. 6)

g

Packaging :and Packing.

Unit of issue. One
constitutes one unit o{ issue. .

e Sontaining 100 tablets, as speeified,
’ Unit package. Each unit [shall be packaged as specified in 5.2
of PPP~C-00106a, R R SERIETICASE

¢ *

o Procedure code. Pro_‘c"éd code No. 3 .speéifiéa in Table I of
! PPPC-00180a shal I‘,ap’p‘Iy. i el
Marking‘. \

' Intermédiate packages’ Interrﬁédiate‘p‘éékage shall be marked as
specified In paragraph 5,53 of PPP<C-00136a4, except that the date of

manufacture shall be ‘sﬂ('am in lien of ‘date packed.

Exterior container. Exterlor container shall be marked as
specified In paragraph 5.5.4 of PPP<C-001864; except that the date of
manufacture shall be shown in 1ieu of date packed.  The word "POISON"
shall be shown in lieu of the item identification when shipment is forwarded
by parcel post. The word "DRUGS" shall be shown when shipment other than
parcel post is used, N : .

. SUPPLIER RESPONSIBILITY FOR INSPECTION -

Unless. otherwise specified in the contract or purchase order, the supplier.
is responsible for the pérformance of all inspection requirements as speci-
fied. herein, Except as otherwise specified in the contrast ‘or ‘order, the '

" gupplier may use his own or any other ‘facilities ‘suitable for the performance
of the inspection requirements specified herein, unless disapproved by the
Government. The Government reserves the right to perform any of the
inspections set forth in the specification where such inspections are deemed
necessary to assure supplies and services conform to prescribed requirements.

Records of examinations and tests performed by or for the contractor shall
be maintained by the contractor and made available to the: Government, upon
‘the Government's request, at any time, or from time to time, during the
performance of the contract and for a period of 5 years after.delivery of
the supplies to which such records relate. ! o

No company supplying any ingredient(s) to the édhtractorﬂwill be considered - .
an acceptable facility for the performance of any Mpeqtion'roqu;_\.remnts ;
specified herein.” Sl SR ey T

N
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e s ik

{ 4 MY pATE . B
! DEFENSE MEDICAL PURCHASE DESCRIPTION | .. 1 |30 January 1973 -3 *
.FEDU!‘L STOCK NO. ITEM TOENTIFICATION i ] n “”,", g
6505-851~6589 MEPERIDINE HYDRCCHLORIDE TABLETS, USP, 50 mg, 25s Box
| ‘

Shall be Meperidine Hydrochloride Tablets, U.S.P,, and shall be in accordance
with all applicable requirements of Federal Standard Fed. Std. No, 1L0a, dated

! 30 October 1966, and Amendment-l, dated 25 March 1970, and as specified herein
S2. Classification, Shall be type I, class 1.

S5.2 The following additional requirements and tests are added to this paragraphs

Shall be tablets containirig 50 mg of Meperidine Hydrochlori
e applicable assay limits for the tablets,

86.4.2 Color. Uncoated tablets shall be white,

PREPARATION FOR DELIVERY

Shall be in accordance with all applicabl”e requirements of Interim Federal
Specification PPP-C-00186a, dated 15 May 1969, and Amendment~l, dated 27 October
1969, and as specified herein:

Inmediate containers (strip pockets), Shall comply with the following:
Twent:,-r Ve 2 tablets shall be packaged in a commercially available, continuey
J:mmmmm gist pock
and 80 -mmimnmmﬂmzmmnrm-mlhmmmammmﬁ RE
pocket shall not be distiurbed, The individual pockets sha nascutive
numbe’ IW!JI“WW&EI‘Q&J_&TIRI!!Q‘!IMLX ﬂinﬁ.z!ﬁf .
1. sha. he containad a carton (box) as speciiled, 1ne nuf
m-mn--nmnxmmmeﬁW
number 'owenby-ﬁ.ve 25 md the ug’on mlm 4 H( :

Labeling, Labeling shall be in accordangp with the requﬂ.vementq of r,t;e
- Federal food, Drug, and Cosmetic Act, and shall incluyde the in;’omat:].gn required
below:

Immediate containers. Each immediate container (poc.lsﬂ.) shall be.
permanently and legibly marked with the following informstign. The labeling
shall appear in the center of the pocket and shall not extend into the heat~ . ‘oee
. 'sealed area:

Labeling information in accordance with commercial practice. In addition, the
numbering shall be in reverse order as specified under "Immediate: containers
(strip pockets)" see above. The date of manufacture shall not te reduired,

Page 1 of 5
SSC-1
DPSC: FORM 2087 REPLACES DMIC FORM T-4120/1), MAR 84, WHICH WLL
ocTes BE USED UNTIL DEPLETED

82-814 (Pt, 24) O - 74 - 29
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6505-651-6589 (P, D. No. 1) .

‘Unit packages. Each unit package (box) label shall bear the
following ormation. However, the i.nfo*mation is not required to ap,.ear
in the sequence indicated: ‘

*(a) the item name designated as
"MEPERIDINE HYDROCHLORIDE TABLFTS U.3.P."

(b) the quantity of active ingredient designated as
"50 mg"

(¢) the Federal Stock No.
(d) +the lot or gontrol number
(e) the datejof manufacture

(£) the name| and address of the manufacturer. When o
" the manufacturer is not the contractor; the nume .. ... .-
and addriss of the contractor shall also appears

_When both names are placed on the label, the.
tollowingldealgnations shall precede the namnt

"MFR" flor lthe manufacturer and
"CONTR" for the contr&ctor.

(@) the statement "Caution: Federal law prohibits
1§penﬂng without prescription," ‘

(h)  the statemént "Warning = May be ha’pig rorming." ‘
(1) “the follewing stutements or similar statements:

1y Multipde dispensing package,
2; This package not rpr household use,
(3) the usual dosage .

(k) all labeling information and the controlled
substance schedule symbol #s recuired by the .
Burean of Narcotics anc Dangerous "rugs regnlatim~..~

1) .the unit of issue designated as
"1 BoX-
(1 reil of 25 tablets)"

The parenthetical phrase shall appear in smaller ‘
characters than.the uhit of istue des:.gm.tim.
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6505-851-6589 - (P, D, No. 1)

Packaging. ’

Unit of isshe. One box containing 25 tablets, as specified, 4
constitutes one unit of issue.

Packaging quantities., The number of units of issue indicated in .
‘the following table shall be packaged in each unit, intermediate, and
exterior container, as applicable for the required level of protection
specified in the procurement document., ' .

Packaging quantities
Unit package Intermediate package Exterior container

1 unit. : 10 units - 120 units

Packing variation permitted, If the reouired number of units in
the entire shipment is less than the numi er of units specified to be over-
packed in an exterior container, such uniis may ce packed in an exterior
container of suitable size and design,.acceptable to a common carrier, which
shall insure safe delivery to destination. -

Level A,

» Unit package. e roll of twenty-fi i
packaged in a dispensing, {ampeTProol Type DoX O appropriate Size and desigm,

The numbers on the strip package roll shall be in reverse order so that the
iirst pocket removed shall be number 25 and the second number shall be 2L,
etc. The box shall have one transparent plastic window on Lhe side opposite

that of the Jlabel, R

Intermediate package, Intermediate package shall te a box of
appropriate size-and design constructed in accordance with PPP=-B-566 or
PPP-B-676, except commercial colors will be acceptable, or PFF-B-636, type CF,
class domestic. Closure shall be adequate to prevent accidental’ opening
under normal handling.

Level C. Units shall be packaged in standard commerciul containers
of the size and kind commonly used, which will afford the degree of protection
required for shipment and use of the product for its intended purpose.
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6505-851-653% (P, D, No, 1)
Packing,

Level A,

Exterior container., Exterior cont
a type 2 load and constructed in eccordance with - 4
FPP-B-601, overseas type; PPP-B-621, class &; or PiP-B-636, class weatner-
resistant. Closure and strapping shuall be &s specilied in the zppendix of the
applicable box specification. Fiberboard boxes shall conform to the special
requirements specified in PPP-B=636,

wer shell be designed for
2-505, class 3, style 3;

Case liner. Each level A wood box shall be lined with a
waterproof case liner conforming to Specification MIL-L~10SL7., Closure and
sealing shall conform to applicable paragraphs of appendix thereto., Case
liner shall not be required for fiberboard boxes. Each fiverboard box shall
be waterproofed in accordance with 30, of PPP-B=635,

NOTE: Strapping shall not be reguired for shipments forwarded to a
receiving activity within the continental linits 62 the United States for
storage and redistribution.

[}
Level B,

Exterior container., FExterior container shall be designed for
a type 2 load and constructed in accorcance witn PPP-B-5E5, class 1, style 3;
PPP=B-601, domestic type; PPP~B~621, class 1; or PPP-B-635, class domestic,
Closure of wood boxes shall be .s specified in the appendix of the applicavle
box specification. Closure of fiberboard boxes shall conform to method IT
of PPP~B-636, In addition, fiterboard boxes shall conform to the special
reouirements specified in PPP-B-636, o .

. Level €, The subject commodity shall pe packed in substantial
comnereial conteiners oo the type, size, and kind commonly ‘used for the
purpos . 5o constructed as to insure acceptance and safe delivery by common
or oil.r carriers, at the lowest rate, to point of delivery called for in
the coniract or purchase order.

Maring.

Internediate packages. Each intermediate package shall be marked
in accordance withn HIL-STD~129. When labels are utilized, waterproofing shall
be required only when applicable carton is fabricated of water-resistant-
meterial, * Lot {centrol) number, contract or purchase order numver, and name
7 contractor shall be shown. The date of manufacture shall be shown in lieu
of date packed, -

;

Exterior container. Exterior container shall be merked as specified
in MIL-STD-129, Lot {control) number shall be shown., The da‘te of manufacture
shall be shown in lieu of date packed, The Item Ientification shall not
appear on the exterior container, '
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65056516589 (. D. No. 1)

SUPPLIER RESPONSIBILITY FOR INSPECTION ' T4
L4

Unless otherwise specified in the contract or purchase order, the supplier
is responsible for the performance of all inspection requirements as
specified herein, Except as otherwise specified in the contract or order,
the supplier may use his own or any other facilities suitable for the
performance of the inspection requirements specified herein, unless dis-
approved by the ' Oovernment, The Government reserves the right to perform
any of the inspections set forth in the specification where such inspections
are dsemed necessary to assure supplies and services conform to prescribed
requirements.

Records of examinations and pests performed by or for the contractor shall

be maintained by the contractor and made available to the Government, upon
the Goverrment's reauest, at any time, or from time to time, during the
performance of the contract and for a period of 3 years after delivery of the
supplies to which such records relate.

No company supplying any ingredient(s)‘ to the contractor will be considered
an acceptable facility for the performance of any inspection recuirements
speclfied herein, .
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DATEZs 30 Jamaary 1973

APPROVED NEW DRUG APPLICATION REQULXZD

The supplier of any item(as) listed below must possess, at time of award
of contract for such item(s), a New Drug Application which has beea
approved by the Food and Drug Adwinistratiom.

sy g y Item Identification ‘
6505~851-6589 MEPERIDINE HYDROCHLORIDE TABLETS, US?,
: : : 50 mg, 25s o
32-814 604

Page 1 of 1
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SIS

Fﬁj Q:Z/tu'(/;"\""'i B HumsEn BAtE - .
' DEFENSE MEDICAL PURCHASE DESCRIPTION b 11 June 196 .
FEOENAL STOCK NO. tTeM ‘a'o:uyﬁ_ncnué'ar ' i pmm}y ['"LER S
' 211,924
é509-§27-6885 PROBFNFCID TABLFTS, USP,; 0.5 Gm, 100s : 60 Hobtle
. ' , Months .
‘ i

PSS S

‘Shall be Probenecid Tablets, U.S.P., and shall be in accordance with all applicable
requirements of Federal Stanflard Fed. Std. No. 1L0a, dated 34 October 1966, together
with the options and additions stated herein: !
$2. Classification. Shall be typve I, class 1.

;.
$5.2 The following additional requirements and tests are added to this paragraph:

Snall be tablets containing 0.50 Om of Probenecid per tablet, within the applicable
assay limits -or the tabdlets.

S6.k.2 Color. Uncoated tablets shall be white,

S6.4.7 Scoring. Tablets shall be scoreds

PEEPARATION FOR DELIVERY

ks
Shallf be in accordance with all applicable requirements of Federal Specification
PPP-C-186, dated 11 December 1961, together with the deletions or additions as
indicated herein: v )

Tmmediate containers. Shall comply with the following classification:

GROUP & CLASS 1 TYFE e STYLE 2 GRADE 1

CLOSURE B or F SEAL A or B

Labeling., 1labeling shall be in accordance with the requirements of the
Peder3l Food, Drug, and Cosmetic Act, and shall include the information required
below:

Immediate containers, Fach immediate container label shall bear the
following Information. Howéver, the information is not required to appear in
the sequence indicated: - ’

(a-)' the item identification designated as
"PROBENECID TABLETS, U.S.P."

() the quantity of attive ingredient designated as "0.5 Om"

(See additional label information on page 2)

Page”l of L . 179

oP

w
i
)

FORM REPLACES DMSE FORM 12410071 h MAR $3, "eidn Wi et
2087
¥ A

33 AE UIRD wh Tih BRSLATE

3
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.. .$505-527-6885  (P. D. No. k) T

(c¢) the phrase "100 tablets" or a similar phrm :
(d) the stock number '
(e) -the lot or control number

(£) the nsme and address of the manufacturer. When
the manufacturer is not the contractor, the nams.
and address of the contractor shall .also appears. -
When both names are placed on the label, the -
following designations shall precede the nameas:

"WFR" for the manufacturer and
"CONTR" for the’contractor,

(g) the éxpiration date

(h) the statement "Caution: Federal law prohibits
dispensing without prescription."

(1) the following or similar atatemeixt: "Keep container
tightly closed and store in a:dry place, proiected
from sunlight and excessive heat.! L

() the recommended dosage o ’ -

Unit packages. Each unit package label ‘sh'all bear the same
information as required for the label of the immediate container.

Circulars, A circular, brochure, or other printed matter shall be packaged
within each unit package setting forth as a minimmm: Indications for use,
Administration, Precautions, Toxicity, and.Side Effects. )

Packaging.

} ' Unit of issue. One bottle containing 100 ﬁbieta, as smified’,”_' o
constitutes one unit of issue. . e e

Unit ﬁackage. Each unit shall‘be*nackaged--aa'specitiéd 1n»5.z¢5'...

: Intermediate package. The number of units-of issm‘séecified-‘:fér’,
Procedure Code K shall be intermediate packaged in . accordance -with 5.3, except:
partitions shall not be required when unit ‘package ls. furnished. ' .- b e

By

-2~
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6505-527-6885 " (P. D. No. L) »

Packing. Packing shall be in accordance with 5.4 with the following ..
exceotions:. e ‘ s

‘.

§.1.3 Level B. Delete 200 lbs. bursting strength wherever

'referenced and substjtute "Bursting strength of carton shall be in accordance . °

with special requirements in table I of PPP-B-636." '. ‘ .
5.1y Level A. Delete entirely and substitu£e~

LRI Level A. Items shall be nacked for the degree of protection : -
snecified for Level B, and shall be further protected by being overpacked in
an exterior container des1gned for type 1 load and constructed in accordance .
with PPP-B-585, style 3 for class 3 use; PPP-B-601, table III, using type I,
class 1 nlywood- PPP-B-621, table III; or PPP-B-636 type CF, ’class weather
resistant. Bursting strenyth of fiberboard box shall be in a.ccordance with
svecial requirements of table II of PPP-B-636. Grade WS shall not be pere
mitted for exterior container. Closure of wood boxes shall be in accordance:
with aprendix of applicable box specification. Closure of each: fiberboard.
box shall be as specified in the anpendix, and waterproofing shall conform

with paragrach 30.4L of PPP-B-636." ; ‘

Sl W’a.temroof barrier., Delete entirely and. substituhs

"5,k 4.1 Case liner, Each Level A wood box shall be 'lined with a
watétproof case liner corforming to MIL-L-10547. Closure and sealing
shall conform to applicable paragraphs of appendix thereto., Case liner .
shall not be required for fiberboard boxes." K

P

5.5 Marking. Delete and substituter

5.5 Marking.

"¢ .51 Intermediate package.' Each intermediate package shall be .
marked in accordance with Military Standard MIL-STD-129. - When labels are.
utilized, wateroroofing. ghall be required only when applicable carton is
fabricated of water-resistant material. Lot (contrél) number,.contract or .
purchase order number, and name of contractor shall be shown. Type I ce
Shelf-Life markings as specified in paragraph-'5.2.2.1 {a) of MII.-STD-129
shall be shown, excépt that date of manufacture shall not be showm..

ng 5,2 Exterior containers. Exterior container shall be marked in
accordance with Military Standard MIL-STD-129. Lot (control) number shall:
Be shown. Type I Shelf-Life markings as specified in MII.-S'm-le shall bn
shown, except that date of manufacture shall not be shoun .
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6505-527-6885 (P, D. No. L)

SUPPLIER RFSPONSIBILITIES FOR INSPECTION

Such examinations and tests as are set forth in this specification, or as
shall otherwise be appropriate or necessary to insure that supplies conform .
to specification requirements, shall be performed by‘'and at the expense of
the supplier. Suppliers who do not have facilities adequate for such tests .
shall arrange for the use of test facilities acceptable to the Government. .
Records of examinations and tests performed by the supplier shall be main-
tained by the supplier and made available to the Government, upon the
Government's request, at any time, or from time to time, for a peried of

3 years after delivery of the suppliea to which such records. relate.

,

oy
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¢

/ ! NUMB ER DATE
DEFENSE MEDICAL PURCHASE DESCRIPTION 9 11 Aupust 1971
FEDEHAL STOCK NO. YTEM 1DENTIFICATION umir
6505-130~1500 NIACINAMIDE TABLETS, USP, 50 mg, 100s Bottle
4

Shall be Niacinamide Tablets, U.S.P., and shall be in accordance with all applicatle
requirements of Federal Standard Fed. Std. No. 1hCa, dated 30 October 1966, and

\ Amendment~l, dated 25 March 1970, and as specified herein:

$2. Classification, Shall be type I, class 1.

55.2 The following additional requirements and tests are added to this paragraph:

Shall be tablets containing 50 of Niacinamide per tablet, within the applicadle

assay limits for the tablets,

$6.4.2 Color. Uncoated tablets shall be white,

PREPARATION FOR DELTTERY

Shall be in accordance with all applicable requirements of Interim Federal
Specification PPP-C-0018éa, dated 15 May 1969, and Amendment-1, dated 27 Ocvober
1969, and as spacified herein:

Vi Imnediate containers, Shall comply with the following classification:
, . . GROUP A CLASS 1 TYPE e STYLE 2 GRADE 1
CLUGURE 4, B, or F SEAL A or B

Labeling shall be/in accordance with the requirements of the
& X s
Act, and shall include the information required

below:

Danediate containers. Each immediate container latel shall vear the
folluwing information. However, the information is not required to appear in

the sequence indicated:

(a) the item name designated as
"NIACDIAMIDE TARLETS, U.S.P."

(b) ihe quantity cf uzctive ingredient designated as
"SO mgn

(¢) the poarase "l00 cazblets” or a similar phrase

(d) t e Federal i%c .« Nos

(22¢ adcitional label information on page 2)

8SC-1 Page 1 or

il

DPSC #ORM 2087 REGLACES DMIC FORW T-4120/1 MAR 84 W=1CH a0
onaY ey BEUIED UNTIL DEPLETED
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-(e) tHe lot or control nurber

(f£) the name and address of the manufacturer. When
the manufacturer is not the contractor, the name
and address of the contractor shall also appear, '

When both names are placed on the label, the
following designations shall precede the names:

"MFRM for the manufacturer and
YCONTR" for the contractor.

(g) thedate of manufacture. Lo o

Packaging and Packing.

Unit of issue. One bottle containing one-hundred tablets, as
specified, constitutes one unit of issue.

Unit p ldi;ka_g_e_. At the option of the contractor, each unit shall
be packaged as specified in 5.2.5 of PPP-C-OOltéa. :

Procedure code, Procedure code No. 3 as speclfled in Table I

" of PPP-C-00160a sha.TT apply. e
Marking,

: Unit Eaclfa.g__. When furnished , each unit package shall bear the
same information as required for the :umedl.dte container.

Intermediate package. Each intermediate package shall te marked
in ‘accordance with 5.5.3 of PPP-C-00186a, except that the date of manufacture
shall be shown in lieu of the date packed.

Exterior Qontamer. Exterior container shall be marked in
accordance with 5.5.h of PPP-C-00186a, except that the date of manufscture
shazll be shown in lieu of the date packed. . .
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SUPPLIER RESPONSIBILITY FOR_INSPECTION T L TR Y

Unless otherwlse specified in the contract or purchase crder, the supplier
is responsible for the performance of all inspection requlrements as
specified herein, Except as otherwise specified in the contract or order,
the supplier may use his own or any other facilities suitable for the
performence of the inspection requirements specified herein, unless dis-
approved by the Government. The Oovernment reserves the right to perform
any of the inspections set forth in the specification where such inspections
are deemed necessary to assure supplles and services conform to prescribed
requirements. .

Records of examinations and tests performed by or for the contractor shall
‘be maintained by the contractor and made available to the Government,

upon the Government's recuest, at any time, or from time to time, during
the performance of the contract and for a period of 3 years after delivery -
of the supplies to which such records relate.

N6 company supplying any ingredient(s) to the contractor will be considered
an acceptable facility for the performance of any inspection requirements
specified herein. ) .

5
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' ‘ . L Lo NuMBER ATE oy
DEFENSE' MEDICAL PURCHASE DESCRIPTION ' 2 . | 28 December 1967
PEDERAL STOCK NO. . ITEN IDENTIF ICATION ' ‘ N . uNIr
- " " . . i
6505-753-4773 METHYL SALICYLATE, USP, 1 pt (473 e0) Bottle

f .
iy
i

T " -
Bhall be in accordance with the tests, standards, and requirements of the U.S.P.,
. 4§ncluding any supplements or revisions thersto. ¥

‘511 be clear and free from sediment, . i

v ] R .
sn{.n be colorless or have no more color than A.P.H.A. color standard 5, when tested
ih accordance with the method specified in the "Standard Methods for the Examination
of Water, Sevage, and Industridl Wastes," Tenth Edition, published by the American
Public Health Association, Inc. 'Shall not be yellowish (béy 1limits of
test) nor reddish in color, alth [3X

REPARATION FOR DELIVERY
*Shall be in’ docordance  with all applicable requirements of Federal Speoificatiom
PPP-C-186, dated 11 December 1961, together with deletions or additions as R
indicated heretnr . ..

" Immediate containers. Shall comply with the following classificationt
GROUPA  CIASS1  TWEe  SMIE1l  GRADEQ

.

CLOSURE A, B, 6r F’ ' SEAL A or B
" Labeling. 'i.'abeling shall be in-accordarice with the requirements of the
Fede: s Drug, and Cosmetic Act, and shall include the information required

below: )
)  Immediate containers. Each immediate container shall be labeled as

followss

"FSN 6505-753-4773 Lot No.
METHYL SALICYLATE, U.S.P. 1 pt (473 ce).n
. #(Synthetic)® or "(Naturai)“ - whichever is applicable."
"For External Use Only as a Liniment,
__USE ONLY AS DIRECTED . .
CAUTION: Discontimue use if excessive irritation of the
skin develops. .

(See additional label information on page 2)

\ . FOR INFORMATION ONLY
NOT FOR PROCUREMENT
-

Page 1 of 3

1 179a

DPSC FORM 2087 REPLACES DMSC FORM Te41R0/ 11, MAR 64, WHICH WiLL
‘OCT 88 . . BE USKD UNTIL DEPLETED
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6505-753-4773 (P, D. No. 2) '. - |

Avoid getting into eyes or on mucous membraneu, '
Do Not Take Internally.
CAUTION: Must be kept out of reac‘n of children to prevent
accidental poisonin
Methyl Salicylate is also used for prescription comWing."

4 Label shall also include the name and address of th¢ contractore
: If the contractor is not the mamufacturer, the labe} shall
also state "Packaged by " or "istributor
. ) " with the blank space filled in with the
. name and address of the packaging or distribution firme

Packaging.

Unit of issue. One bottle, as specified, constitutes one unit of
issue. ) ]

Unit package. At the option of the contractor, each \mit shall be
packaged as specif T£ 5.? S.

N Intermediate packa The number of units of issue specified for
Procedure Code 6 shall be E%ermediate packaged in accordance with 5.3, except
partiti ong shall not be required when unit package is furnished. Commercial
colors will be acceptable on intermediate cartons.

" Packing. Packingshall be in aocordance with Sil with the folloving
exceptionst

S.l.3 level B, Delete 200 1lbs. bursting strength wherever reteremed
. and substitute TBursting strength of carton shall be in accordance with special
_ requirements in table I of PPP=B-636."

5.4, level A, Delete entirely and uubat.itute:

© wg.l.L Level A. Items shall be packed for the degree of protection

specified for Level B, and shall be further protected by being overpacked in an
exterior container daaigned for type 2 load and constructed in accordance with
" PPP-B-585, style 3 for class 3 use; PPP-B-601, table II, using type I, class 1

. plywood; PPP-B-621, table III; or PPP-B-636, type OF, class weather resistant.
Bursting strength of fiberboard box shall be in accordance with special require=
ments of table II of PPP-B~636. Grade W5 shall not be permitted for exterior
container, Closure of wood boxes shall be in accordance with appendix of
applicable box specification. Closure of each fiberboard box shall be as
specified in’the appendix, and waterproofing shall conform with paragraph 30.k4
of PPE\’-B-636

e
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Sl Waterproof barrier. Delete entirely and snbatit;.utez
¥ : b
"f "S.liiel Case liner. Each Level A wood box shall be lised with a
" waterproof case liner conforming to MIL-L-10547. Closure and segling shall
jconform to applicable paragraphs of appendix thereto. Case 1liner shall not
be required for fiberboard boxes." . - ‘

o

"-‘ Marking. Delete 5.5 entirely and substitute:

¢ "Marking.

"Unit package. When furnished, each unit package shall bear the same
- information as required for the‘imnedfiate container, .

’ " "Intermediate package. Fach intermediate package shall be marked in
accordance ary Standard MIL-STD-129. When labels are utilized,
waterproofing shall be required only when applicable carton is fabricated of
water-resistant material, Lot (control) number, contract or purchase order
number, and name of contractor shall be shown. .

h " MExterior containers. Exterior container shall be marked in
- accordance w ary Standard MIL-STD-129. Lot (control) number shall be
shown." . .

‘SUPPLIFR RESPONSTBILITIFS FOR INSPRCTION

Such examinations and tests as are set forth in this specification or as shall
otherwise be appropriate or necessary to insure that supplies conform to specifie
cation requirements shall be performed by and .at the expense of the supplier,
‘Suppliers who do not have facilities adequate for such tests shall arrange for
the use of test facilities agceptable to the Government. Records of examinae
tions ‘and ‘tests performed by the supplier shall be maintained by the supplier
and-made available to the Government, iipon the Government's request, at any
. time,  or fiom time to time, for a period of 3 years after delivery of the supplies.
. to'which such records relate, - L
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Fotm Apptoved
SPECIFICATION ANALYSIS SHEET Budgec Baroas No. 22-R253
INSTRUCTIONS: This sheet is to be filled out by petsonnel, either Government or contractor, involved in the use of the specificas
tion in p of prod for b use by the Depastment of Defense. This sheet is provided for obtaining information on
the use o( this specmcatlon which will insure that suitabl d cun be p d with & mini amount of delay and at the
least colt. Commenu and the return of dm form wnll be -ppmchxed. Fold on Imeq on reverse side, staple in corner, and send to
and itted on this form do not i ot imply authorization to waive any portion

ugs

of the referenced docnmen ) or serve to amend contractual tequirements .
' F8N: 6505-753-U773

[ORGANIZATION

CITY AND STATE CONTRACT NUMBER

MATERIAL PROCURED UNDER A
] DIRECT GOVEANMENT CONTRACT ) susconTRACT
1. HAS ANY PART OF THE SPECIFICATION CREATED PROBLEMS OR REQUIRED INTERPRETATION IN PROCUREMENT USE?Y

A GIVE PARAGRAPH NUMBER AND WORDING,

8. RECOMMENDA TIONS FOR CORAKC TING THE DEFICIENCIES

s et et st

2. COMMENTE ON ANY SPECIFICATION REQUIREMENT CONSIDERED 700 MIGID

3, 18 THE SPECIFICATION RESTRICTIVE?

1 ves [CINO (it “yee®, In what way?)

4 R!MARKS (Attach any pertinent data which may be of use in imptoving thia opoclllccuon. It there are aMItlonnl papets, atiach to form and
Both in an envelope addesseed (o preparing activity)

SUBMITTED BY (Printed or typed name and activity - Optional) DATE

DD '525“" 1‘26 REPLACES ZOITION OF 1 OCT 64, WHICH MAY BR USED.

32-814 (Pt 24) O - 74 - 30
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CAUTION
NOTICE TO BIDDERS/OFFERORS

. DO NOT CONDITION OR BASE YOUR BID/OFFER ON ANY CURRENT PROCUREMENT ON THE
INFORMATION SUBMITTED ON THIS FORM SINCE ANY CHANGES OR DELETIONS IN THE
SPECIFICATIONS MAY RENDER YOUR BID/OFFER NON-RESPONSIVE IN WHICH CASE 1T CAN-

NOT BE CONSIDERED FOR AWARD,

Fold

DEF ENSE PERSONNEL SUPPORT CENTER Ry il b vide A

2800 SOUTH 20TH STREET
PHILADELPHLA, PA, 19101

HEADQUARTERS, DEFENSE PERSONNEL SUPPORT CENTER
ATTN: DIRECTORATE OF MEDICAL MATERIEL

2800 SOUTH 20TH STREET

PHILADELPHIA, PA. 19101

Fold
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§ ' . HUNG R SATE L e :
i DEFENSE MEDICAL PURCHASE DESCRIPTION 15 July 9%
; PLUuLRAL 3T0LK NO. 11EM IDENTEFICATEON Ui -

6505-259-9678 FAOLIN MTZTURE WITH PECT 1:, NF, 1 gal (3.78 liters) Bottliz

Shall meet the tests, standards, and requirements of the N.F., including any )
supplements or revisions thereto. i

The formulation of the Kaolin Mixture wiil Pectin chall be as indicated in Lhe N,
»L that the cuantit c¢f pectin shall be such that the final mixture shall 1F

Used shall oe 100 percent
Shall be eul

itable for use as an antidiarrheal.
The pi of the formlation shall be 3.00 to 5,00 at 250 C., when determined
votentiometrically, using the U,.S.P. methods

he Knolin used in ihe manufacture of the product shall be in accordance
tests, standards, and requirements of the W.F,, including any suppleme m,s
revisions therclo, and, in addition, shall be of a sieve size so that not less tnac
99,0 percent of the powder shall pass through a No. 200 standard sieve.

i The Pectin and Sodium Saccharin used in the manufacture of the product st
accordanca with the tests, standards, and reguirements of the NoF.. includ
i supplenmen®s or revisions thereto.

wcanih (pordered), Benzoic Acid, Glycerin, Peppermint 0il, ar
: in the manufacture of the product shall be i accordauceo 3
ntc.n'l aras, and recuirements of the U.5,P., Including any sudpplemenis or rev:
thereto,

Suitable, harmless, flavoring agents, buffering and/or preser‘«ati.ve agents
acceptable to the Food and Drug Administration may be contained in uhb srod
'wovifivd the identities and cuantities of such agents present in the prepa
are declared on the label of the immediate contailner,

ificd N
£ 3

ot more than b months shall have elapsed [rom the date of megufacture of ihs

product, to the date of delivery to the Government,

PREPARATION FCR DELTVERY ‘
‘ 11 be in accordance with all applicable reguirements of Interim Fedaral
i ification PPP-C-001{ba, dated 15 May 1969, and Amendment-1, dated 27 Catod

!9(‘9, and as specified herein:

)

i

% Immediate containers. Shall comply with the following classificationr

i GROUP A. CLASS 1 TYPE o STYLE L GRADS 3. or 2

! CLOSURE 4 SEAT A

! The immediate container shall be oversized in ‘order to facilitate ;i

! shaking of the mixture, prior to use. :

f ' :

. Page 1 of 5

i 856-1 w
DPSC FORM 2087 REPLACES OMSC FORM T-4120711, MAR 84, WHICH WILL

0ET ey RE USED UNTIL DEPLETED
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Lebeling, Laboling shall be in accordance with the requirements
of the Federal Food, Drug, and Cosmetic Act, and shall include.the

information required below: | o s

Imredinte contalners. Each immediate container label shall bear
the following Informution, However, the information is not required to
appear in the sequence indicated:

(a) the iten name designated as
. "KAOLIDM MIXTURE WITH PECTIN, N.F,¥

(b) the quantity of contents desighated as
"1 gal (3,76 liters)" «

(¢) the Federal Stock No. ®
(d) * the lot or control number
(e) +the name and address of the maﬂufacturer.v When

the manufacturer is not the contractor, the name
and address of the contractor shall also appear,

When both names are placed on the label, the
following designations shall precede the names:

"MFRY for the manufacturer and
"CONTRY for the contractor, |

(£) the statement YSHAKE WELL BEFORE DIGIFBNSING "

(g) the statement "KEEP FROM FREEZING,®

(h) the identities and quantities of flavoring agents,
buffering and/or preservative agents, if such
are used

(1) the following statemerits

i
"Each fluid ounce containg

(3) the date of manufacture

(k) dosaye for use as an antidiarrheal,
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e

’/-/ 6505-299-9676 (P, D. No. 6)

Packaping and Packing.

Unit of issue. One bottle containing 1 gal (3.78 liters),
as specified, constitutes one unit of issue.
A . . . o
Packaging ouantities. The number of units of issue indicated in
_ e following tavle shall be packaged in each unit, irtermediate, and
exterior ¢ tainer, as applicable, for the required level of protection
specified : he procurement document:

" Packaging quantities
Intermediate pacgage

Exterior container

Unit package

[
1 unit - Not required o units
1 . ;

Packing variation permitted. If the required number of units in
the entire shipment is less than the number of units specified to be over-
packed in an exte-ior container, such units may be packed in an exterior
container of suitable size and design, acceptable to a common carrier, which
shall insure safe delivery to destination. : .

Level A,

i Unit packages. Each unit shall be packaged in double-faced
corrugated fiberboard box of appropriate size and design having & minimum
bursting strength test of 275 pounds and constructed in accordance with
PPP-B-636, type CF, class domestic. Box design shall include liner and top
and bottom pads.- ’ ) / ’ ’

i
i

- Liner. Liner shall be of one piece, covéring the sides and ends
of the carton and. fabricated of the same material as the box. Liner shall
be of the same height as the bottle. : )

Pads. Top and bottom pads shall be fabricated of the same
material as ihe box and not more than 1/€ inch less than the inside length
and width of the box. Pads shall be positioned on the top and bottom edge
of the liner. T .

g Closure. Closure shall be adequate to prevent spiling of
contents under normal handling.
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Packing;
Level B.

Exterior container. Exterior container shall be a box of
appropriate size constructed in accordance with PPP-B-636, type CF, class
domestic. Bursting strength of box shall be in accordance with special
requiremcnts of table II of PPP-B-636, Closure shall conform to method II
as specified in the appendix ,of the box. specification.

-~ " Level A, Items shall be packed for the degree of protection
specified for level B, and shall be further protected by being overpacked
- in an exterior container designed for a type 1 load and constructed in
accordance with PPP-B-585, class 3, style 3; PPP-B~60l, overseas type;
PPP-B-621, class 2; or PPP-B-636, class weather-resistant, grade V3c.
Bursting strength of fiberboard box shall be in accordance with special
requirements of table I in PPP-B-636, Closure and strapping of boxes
shall be as specified in the appendix of the applicable box specification.

Case liner. Bach Level -A wood box shall be lined with a
waterproof case liner conforming to MIL=L~10547. Closure and sealing shall
conform to applicable paragraphs of appendix thereto. Case linsr shall not
- be reguired for fiberboard boxes. Ezch fiberboard box shall ce naterproofed
in accordance with paragraph 30.L4 of PPP-B-636.

Marking.

Unit package. Each unit package shall bear the same information
as requlred d for the immediate containers. . )

Exterior container. Exterior container shall be marked in
accordance with HIL~5TD-129. Lot (control) number shall be shown. Date of
manufacture shall be shown in.lieu of date packed. Marking shall include
the legend: .v,

¥DO NOT PERMIT TO FREEZE,"
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SUPPLIER RESPONSIBILITY FOR INSPRCTION

" Unless otherwise epecified in the contract or purchase order, the. supplier
is respondible for the performance of all inspection reguirements as
specified herein, Except as otherwise specified in the contract or order,
the supplier may use his own or any other facilities suitable for the
performance of the inspsction reouirements specified herein, unless dig~
approved by the Government. The Government reserves the right to perform
any of the inspections set forth in the specification where such inspec~
tions are’deemed necessary tq assure supplies and services conform to
prescribed requirements. e ) .

Records of examinations and tests performed by or for the contractor shall
be maintained by the contractor and made available to the Government upon
the Government's request, at any time, or from time to time, during the
performance of the contract and for a period of 3 years after delivery of
the supplies to which such records relate. i

No company supplying any ingredient(s) to the contractor will bebconside:pd‘
an acceptable facility for the performance of any. inspection requirements
specified herein, - TR e e :
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188—Monographs

Tron—Triturate ' g. of Kaolin in a
mortar with 10 ml. of water and add
300 my. of sodinm salicylate: the mixture
does not acquire more than a slight reddish
(T )

" Yead—To 1 g. of Kaolin contained in a
eontrifige tube add 10 mb. of 5 percent
nitvic acid and digest for 1 hour in a boiling
wuter bath, Centrifuge until the solids
are completely sepurated and pour the
supernatant liquid into a 100-ml. volu-
metric Hask. Add 5 ml. of 5 percent
nitric acid to the Kaolin, mix well, and
gigest for 15 minutes in a boiling water

A

. EKaolin.........
T Pectin.. i e aaas
Tragacanth, powdered. ...
Benzoic Acid.......i.coniiae

Sodium Saccharin, ...

JGlycerin, Lo
Peppermint Oil........

Purified - Water, a sufﬁcién't.’ &ixé.h'tftfy‘,

To make...........

“Mix the kaolin with 500 ml, of purified
water,  Triturate the pectin, powdered
tragacanth, and sodium saccharin with
the glycerin'and add to this, with con-
stant stirring; the benzoic acid dissolved
in 300 mt. of boiling purified water,” Al

RIS

" low the mixture to stand until-it cools to -

room temperature and all.the pectin is
dissolved.  Add the peppermint oil and
the kaolin-water mixture, mix thor-
oughly, and finally add sufficient purified
water to make 1000 mi.. . . .

“+* In order to obtain & product with suit-
able consistency when larger amounts
are prepared, the quantity of tragacanth
and, if necessary, the quantity of pectin
may be alteved. However, if the propor-
tion of pectin in the formula is alteved by

" raore than 10 percent, the pectin content
of the preparation must be clearly stated.

on the label..

Identification—)ix 830 mg. of the -

residue, obtained in the determination of
Residue on ignition, with 12 ml. of water

g _Kgblin Mixture WEth;-.Fecﬁn.‘

et R e

is negative.

National Formulary X1l

bath.. Centrifuge, and add the super-

¢ liquid to the previous extract in-
the-volumetric flask.  Dilate to volums
with water. - A 50-ml. portion of this solu-

" tion econtains not move than 8 meg. of lead

(corresponcing to not more than 10 patts
pec million) when tested according to-the
Lead Limit Test, page 813, wsing 3 wl of

Cammoninm o citrate soiutton, 1 mi of
potassium cyanide solution, and 0.5 ml. of

hydroxylamine hydrochloride solution.

: : ! .
Packaging aad storage— Presérve Kaolin
in well-closed containers.

Carecorr—Adsorbent.

S200 . g

il ‘ 10- g

...... . -5 g

e eie s [ 2 g -

B N 1 g )

s Lol PR 20 ml.
0.75 ml.

1000 i,

‘snd 3 ml. of sulfuric seid in a porcelain

crucible. Heat the mixture until the ex-
cess of wuter is removed and donse white
fumes of sulfur trioxide appear. Cool,
cautiously add 20 ml. of water, boil for a

‘few minutes, aud filter: a gray residue of

impure silics remains.on the filter. The
filtrate responds to the tests for Aluminum, .

‘page 807.

-Specific gravity, page S66—The specific
gravity of Kaolin Mixture with Pectin is
not less than 1.10 and not more than 1.15.

Residue on ignitioa—Weigh accurately
about 10 g. of Kaolin Mixture with Pecti
in a tared evaporating dish. Determine
the volume by dividing its weight by the
specific gravity. “Tvaporate on a steam
bath and ignite at réd-heat to constant
weight. - The weight of the residue on
igaition of Kuolin Mixture with Pectin is
not less than 17.5 g. and not more than
19.5 g. in each 100 ml (17.5 to 19.5
percent). - C : )

Salmonella, page 862--The test for~
Salmonella in Kaolin Mixture with Pectin

Packaging and storsge—Freserve Kaolin
Mixture with Pectin in tight containers.-

Carecory—Adsorbent (antidiarrheal).
UsvaL pose—30 ml. as needed.
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NUMS ER Cleave T T T
DEFENSE MEOICAL PURCHASE DESCRIPTION ’ 3 14 June 1971
FEDERAL $TOCK NO, ITEM IDENTREICATION. o 1) S
6505-926=9055 ACETAMINOPHEN ELIXIR, NF, 0.12 Cram per 5 ce, Bottle
1 gal (3 178 1iters) .

1. SCOFE
141 This specification covers Acetaminophen Elixir, N,F,
2. APPLICABLF DOCUMENTS

2,1 Unless otherwise indicated, the issue in effect on date of invitation
for bids or request for proposals, of the specifications and standards referénced
in the body of this specification shall apply to the extent specified herein.

These documents may te obtained as directed by the contracting officer.

3. RECUIFEMENTS ’

3.1 Material. Shall be Acetaminophen Elixir and, except as specified herein,
shall be in sccordance with the tests, standards, and requirements of the N.F.,
ineluding any supplements or revisions thereto., Shall contain in each 5 wl,

120. mg of Acetaminophen, within the designated assay limits for the eliad:. .

Shall be suitable for use as sn analgesic.

3.1,1 Assay., The elixir shall assay to contain not less than 98,0 percent
and not more than 105.0 vercent of the required amount of acetamincphen when
determined by the N.F. assay method.

3.1.2 pH, The pH of the elixir shall be not less than L.70 and not more
than 5.30 at 25° C., when determined potentiometrically using the U.3.P. methode

3.1:3 Alcohol content, The elixir shall contain not less than 6.5 percent
and not more 8.0 percent alcohol by volume when detemd.ned by the U.S.P.
Alcohol Determination, .
3.1k In addition, t*+ elixir shall comply with the following requirements:

3.1.44) Tdentity. The elixir shall comply with the identification test
deseribed in 4.L.1.1,

3,102 sbecific gravity. The svecific gravity of the elixir =h511 be not
léss than 1.221 and not more than 1,235 at 250 ¢ C., using a pycnomeier..

2.1.h.3 Vissos J.ty Tr2 elixir chall have an absolute viscosity of nct less
* than L5.0 crs anc not more L*an 60.0 cps when measured with the Brookfield

I
1

Viscosimeter, usins spindle 3o. 1 at a speed of 12 r.p.m.
Page 1 of 8
3501 ‘ N
DPSC FORM 2087 REVLACES DMIC CORM T-4120/ 11, MAR -;. %n‘cn Witk
CEL ST 0€ USED UNTIL DESLETED
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6505-926-9055  (P. D, No.'3) _— -

: . .
3.1.4.5 Free p-aminophenol. The acetaminophen elixir shall contain
not more than 0.05 percent of. Pree p-aminorhenol based on the amount of -
acetaminophen present vwhen determined as described in h.h.l.z.‘

3.2 Color. The elixir shall be red in color.

3.3 Flavor and palatability. The elixir shall be cherry flavored, and
shall be palatable and pleasant to the taste with no’unpleasant aftertaste,
Not later than the time specified for opening of bids or receipt of proposals,
the offeror shall sibmit to the contracting officer six (6) individually
packaged samples (each containing k f1 oz) of Acetaminophen Elixir repre- _
sentative of the product which the offeror proposes to furmish. Two (2)
samples will be subjected to panel testing for a determination of palatabilit:
(see L.4.1.3 Palatability Test). The remaining samples will be used by :

"'cogmizant Govermment insrection and quality assurance activities for o
determining compliance of supplies furnished hereunder with the palatability
requirement. Approval as to palatability of any sample submitted. by the

.. offeror will not constitute approval of the sample as to any other require-

ment of this specification. The requirement for submission of samples

for use in determining compliance with the palatsbility requirement may be

waived, provided the offsror states » in his bid or proposal, that the pmduct” -

" he proposes to furnish is the same vroduct he has offered to the purchasing
-activity on a previocus vrocurement end the contracting officer determines

that such product was vreviously procured and/or tested by the purchasing
" activity and found to comply with the palatability requirement, .

pros CLeTity. Shall be clear and free from undissolved or perticulste
“matter, : . : ‘ ‘ o : R

3.5 Color stability. The color of the elixir ghall not decrease in "
Antensity (fade), as measured by visual comparison with fresh elixir after
belng subjected to the following conditions: Put 15 ¢¢ of the Acetaminophen -
€lixir in half-ounce s colorless, flint-glass bottle and place under a =
O.E. lamp RS 275 Watt, 110-125 volt, 60 cycle, or equivalent lamp, at a
gj{.gt:nc;soof 18 inches for L8 hours. Maintain elixir temperature at -
24 o C. o . o ) )

' 3.6 Stability to colde There shall be no crystallization of any ‘of the = °
ingredients, and no change in clarity of the elixir after being subjected
to the following test: Put 15 cc of the Acetaminophen elixir in g half-ounce - -
bottle and place under refrigeration at 50 ¢. for 5 days. o ’ o
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3.7 Accelerated aging test: S

Randomly select four (L) units of each lot offered for delivery to
the Government. _#Two (2) units shall be stored at 25° C. # 2° C. (thése
are called the unaged samples), and the other two (2) units shall be
subjected to constant storage at 55° C. & 2° C. for two weeks (these are
called aged samples)., At the end of the twoewesk pericd, the aged samples
shall be allowed to return to room temperature. ALl samples shall be -
tested at room temperature, and the findings shall be ‘as followss

(a) U;on visual examination, there shall be no difference in
clarity between the aged elixir and the unaged elixir, .

(b) There shall be ne a1fference in taste between the aged and
the unaged elixirs. o ' v

(¢) vhen tested in "accordance with the N,F. assay, the acetaminophen
content of the aged elixir shall be not less than 97.0 percent c¢f
that obtained from an equal volume of unaged elixir. '

(¢) The aged elixir shall comply with the identity test described
in paragraph L.h.1.1 -

(e) The limit of free-p-aminophenol in the.a,g,ed solution shall be not
more than 0,10 percent, when tested by the method given in
paragraph L.}.1.2 SR

LA
#If difficulty in storing gallon size containers is encountered, pim. size
samples taken from the gallon bottles shall be used for storage and. testing, .

3.8  Ingredients,

3.8.1" Acetaminophen. The acetaminophen used in the manufacture of
the 4f1{:.ftshed elixir shall be in accordance with the tests, standards and
requircments of the NuF., including any supplements or revisions thereto, and

in addition, shall comply with the following requirements:
3.8.1.1 Description. Shall be a white, odarless, c rystalline powder. ...

) AB.&.g Alcohol. The alcohol entering into the manufacture of -the product
shall be in accordance with the tests, standards, and requirements of the ’
U.S.P., including any supplements or revisions thereto. -~ = ~

3.8.3 Other ingredients. All other insredients entering into. the
;wf::;u;‘e oi'tihe vroduct shall be of Us8.P. or N.F. quality or, if not
ncluded in either of these compendia, they sha ~highest phamgis-
ceutical grade. . e SR ,11 boof the hghne! ook
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3,9 Workmanship. Workmanship shall be first class thraugtxpu’;., A
The maée_rﬁal and its containers shall be free from defects which detract ‘

' from their appearance or may impair their serviceability. K

3.10 Deli.very.“ Not more than L monw'v‘shu}l.hava elapsed from the
date of mamufacture of the product, to the: date,5f delivery to the
Government. ‘ W&fi .

- L. QUALITY ASSURANCE PROVISIONS: Ly

Lol Supplier responsibility for mspectigm ‘Unless otherwise specified
in the contract or purchase order, the supplier is responsible for the ‘
performance of all inspection requirements as specified herein. Except as
otherwise specified in the contract or order, the supplier may use his owm
or any other facilities suitable for the performance of the inspection
requirements specified herein, unless disapproved by the Government. The
Government reserves the right to perform any of the inspections set forth

in the specification where such inspections are deemed necessary to assure
supplies and services conform to prescribed requirements.

L.1.1 Records of examinations and tests performed by or for the
contractor shall be maintained by the contractor and made available %o the
Government, upon the Government's request, at any time, or from time to
time, during the performance of the contract and for a veriod of 3 years

after delivery of the suoplies to which such records relate.

L.1.2 No company supplying any ingredient(s) to the contractor will
be considered an acceptable facility for the performance of any inspection
- requirements specified herein.

Le2 Lot. For purpoze of this specification, a lot, batch, or control
is that single, uniform, and homogeneous quantity of the elixir, produced
from one formulation; subjected to the same compounding and manufacturing
operation, and filled into firal containers. : ) )

L3 Sampling. Sampling shall be conducted in accordance with the
procedures set forth in MIL-STD-105, with an acceptable quality level (AQL)
of 1.0 vercent defective ror major defects and 2.5 percent defective for
minor defects,
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oLy Tests.

li.L.1l Finished elixir.

L.bo1.1 Icentity test (visible). Transfer 10 ml of elixir, accurately
measured, to a 50-ml volumetric flask. Add purified water to volume and.
mix., Determine the absorbance of the clear liquid in a 1 cm quartz cell at
about 530 mu, with a suitable spectrophotometer and purified water as a
blank, scanning from 750 mu to 325 mu. The absorbance shall be between
0.650 and 0.790. '

.

hnholuz Free p-aminophenol.

- Fquipment and Reagents,
Spectronic 20 or dquivalent, equipped with 1 cm cells.
Sodium bicarbonate solution (NaHCO3), 5% W/V aqueous.

Extracting solvent - Diethyl ether containing 1.5 ml of iscamyl
alecohol per 100 ml.

Hydrochloric acid; 0.0lN HC1.
Phenol solution, 1% aqueous. B
Sodium carbonate solution (NayC03), 1N, approximately.

Sodium hypobromite solution - Add two drops of bromine water
to 5 ml of 1N NapCO3 and mix well, The solution should be
slightly ye'ffow. Prepare fresh, )

Standard peaminenhensl selutien. Dissolve 267.0 mg of p-aminophenol.
HC1 (equivalent to 200 mg of p-aminophenol} in 10C0 ml of purified -
water.  Dilute 5.0 ml of standard solution to 100 ml with 0.0IN ECl.

- Procedure

Pipet 25.0 ml of sample into a 125 ml separatory fumel, allowing the
pipet to drain for 10 to 1S minutes.. Add 5 ml of 5% NaHCO3. solution
and mix. Add SO ml of extracting solvent and.chake vigorously for
one minute, venting the furmel occasionally. Allow the layers to
separate..- Drair the lower aqueous layer into a smzll beaker and
decant the c'k:r layer into a 250 ml separatory funnel, Pour -the
aqueous layer back into the first separatory fumnel and repeat the
extraction process with two more 50 ml portions of extracting
solvent. - Combine all .ether erxtracts in the second separatory fumnel,



10392 COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

6505-926-9055 (P. D. No. 3)

Extract the ether solution with 2 x 25 ml portions of 0.OLN HCL,
collecting the aquesous extracts in a 100 ml volumetric flask. -
Dilute to volume with O.OlN-HCl.

Colorimetric step.

Into separate 25 ml volumetric flasks, pipet 5.0 ml of sample
extract and 5.0 ml of standard dilution. To each flask, add 10.0
ml of 0.01N FC1 and 2,0 ml of 1% phenol solution and mix. Add
2.0 of hypobromite solution to each flask, dilute to volume with
purified water, and mix. Allow to stand 20 to 25 mirutes and .-
then measure the absorbance at 620 ma against purified water.

Calculation: PR '
Percent p-Aminophenol = %_gm' x 0.167

A standard .
Revort result to the nearest 0.0l percent.

L.h.1.3 Palatability test. A taste panel consisting of 10 members will
be used to determine acceptability of samples. Samples will be prepared for
testing (samples will be tested undiluted), coded, and served to panel -
members under controlled serving conditions, e.g., all samples will be of the
same amount, and served at the same temperature; each panel member will receive
an equal nmumber of samples; the order of serving will be varied among panel
members; an interval of at least five (5) minutes will elapse between .
successive samples and panel members will rinse their mouths with water ° -
(room temperature) after each sample; panel members will test without inter-

- ference either from each other or from cutsiders. ‘The product offered shall
be rated equal to or better than the FSN 6505-926-9055 Palatability Standarde
when determined by the taste panel, using the following 9-point hedonic rating
scale. The average rating of the sample shall be equal to or greater than
the average rating of the standard, similarly prepared and tested.

1 2 3. . b 5 6 7. .8 9
DIsTike |DIsIike| Dislike |Dislike |Neither |Like Like |Like | Like
ex- | very moder- [slightly|like norjslichtlyjmoder-jvery | extremely
tremely | much | ately dislike jately jmach )

 ¥The FSN 6505-926-9055 Palatability Standard is available upon separate
‘Tequest to the contracting officer, Defense Personnel Support Center,
Directorate of Medical Materiel. i !
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S. PREPARATION FOR DELIVERY D . 2

. 8,1 Shall be in.accordance with all applicable requirements of Interdm
Federal Specification PPP-C-00186a, dated 15 May 1969, and A.mndmnt-l, ‘
dated 27 October 1969, and as speciried herein:

5.1.1 Immediate containers. Shall comply with the follawing
classification: :

GROUP A cLASS 1 TYFEe smzl GRADEI :
CLOSURE A ‘ o SEAL A

’

S.2 labeling. Lsbeling shall be in accordsnce with the requirements of
the Federal Food, Drug, ami Goamtiﬁ Act, and shall include ‘the information
required below: ‘

5.2, Immediate containsrs. Each immediate container label shall bear - =
the following information. However, the wmntion is not mquired o
‘appear 1n the sequence indicated: :

(a) the item name designstod as
MACETAMINOPHEN ELIXIR, N.F."

(‘n) the quantity of active :Lngredient per 5 se (2 tcupoonfnl) ‘
designated as "120 mg" ‘ :

(¢) the quantity of contenta designated as
. L3 ga.l (3.78 litera)“ .

(8). the Federal stock Moo ,‘
(&) the lot or control mmber B

- (£) - the name and address of the manu.tactmr. when
the memufacturer is not the contractor, the name
ard address of the contractor shall also appears - -

vhen both names.are placed on the label, -the
following designations shall precede tha names:

MR« fer the fiammfactuper and
"CONTR" ‘for the -contséctor.

(g) the date of manufacture
() the statement WKEEP FROM FREEZING."
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5.3 Packaging and packing. . .

5.3.1 Unit of issue. -One bottle contaiming 1 gal, as specified,
constitutes one unit of issue. : v ‘ Yo

5.3.2 Procedure code. Procedure code No. 8 of PPP-G~00185a applies.
S.isl  Intermediate package. In paragraph 5.5.3 of PPP-C-00186a, add:
"Date of mamufacture shall be .shown in lieu of date packed. Marking shall
include the legend: L ‘ o ‘
-  WKEEP FROM FREEZING," o o
5.i.2 Fxterior container. Tn paragraph 5.5.L of PPP-C-00106a, add:
"Date of mamfacture shall be shown in lieu of date packed. ‘Marking shall
irclude the legends: .- R S TR TU R
- WEKEP mdrmzman
, an ! -
"GLASS = HANDLE WITH cm: ra
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: DATE: 1O Jenuary 1969

MODIFICATIOY TO DEFENSE MEDICAL PURCHASE DESCRIPTION
This modification forms a part of Defense Medical Purchaae Description-

No. 5, dated 21 September 1966, and covers the follov By items to the extent
specified herein: ,

Federal Stock No. - Item Identi.fication
6505-128-5705 | THIMEROSAL TINCTURE, NF, 1 ot (473 cc) _
6505+128-5710 . nmnosm. 'rmc'xm, NF, 1 gal {3 .78 uun)

For FSN 6505-128-5705 = include the following new statmnts on the lebo].
of the irmediate containers: . -

T . : - P o 2

"(3) -the date of manufacture . :

"(x) the statement 'Do not use in combination vith ort

following the application of acids, the salts of

heavy metals, or iodine'

"(1) the statement 'The solution msy be filtered, without
: loss 6f° potency, to remove any small, shiny (silica)
particles that may develop’

"(m) the statement 'After spplication of -Thimerosal Tincture,
permit to dry before coverinyg with bandages or other
occlusive dressings.'." =

-

Page 53

v e Sy X
Intermediate’ package. Libe 6, following "additfon, " delete -remainder of
paragraph and Bubstitute: "date of ma.mx.t’a.cture shall be shovm in lieu of date
packed." - -

Exterior container. Line 3, following "addition,” delete remsinder of
p&ragraph and substitute: "date of manufwcture shall be shown in lieu of date:

packed.”

Pege 1 of 1
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. . i
¥

’ - * ) nuuscs pase -
DEFENSE MEDICAL PURCHASE DESCRIPTION 5 21 Septcnber 1966
{ FIDERAL SIOCR MO, ' STEM JOINTIFICATION unT
6505~128-5705 o
and THIMEROSAL TINCTURE, NF Bortle
6505-128-5710 . ‘

This purchase description tovers the following items:

¥Yederal Stock Number (FSN) ) Jtem Identificatisa
6505~128~5705 THIMEROSAL TINCTURE, NF, 1 pt (473 cc)
6505-128-5710 ’ . I’ﬂniERbSAL TINCTURE, MF, 1 gal (3.78 liters)

FSN 6505-128-5705 and FSi 6565-12845710 shall comply with the following'.

Shall be a fluorescent, orange-red, hydroalcohollc-acetone solution containing
100 ng Thimerosal per 100 m1. . - PO

- = .
Shall be in accordance w:.th the tests, standards, and requirements of the N.F.,
including any supplements or revisions thereto for “Thimerosal Tmcture 5 with

the following additional zrequirements:

Shall assay to contain vot less than 97.50 mg and not more than 104.0 mg

Thimerosal (CqHoH N 0,5), in each 100 ml of Thimerosal Tincture.

Shall be clear and free ftom sediment.

The pll of the solutxon vlmll be between §.10 and 8.80° whcn dctcrm:.ned colori~
getricaliv.

The pH determination shall be on the final solution which includes the dyz.
An acceptable method for making this determination is as follows:

For, thi.. determination,a set of mnifonily clear anﬂ colorless
glass tubes (Messler or companson) will be used. " A series of
of standar solutions at specific pH values of 7.9,.8.1, 8.3, -
8.5, ard-8.9 containing thymol-blue indicator are viewed trans=-
versely through an equal volume of the thimerosal tincture
{containing the dye) in amdther glass tube.

An’ identical volumeé of the colored thimerosal tincture containing

thymol blue is'viewed transversely through an equal volume of . .
water in another glass tube. A comparison of the two (2) sets N

.of tubes is made to the nearest wmatching pH value.

Page 1 of 5

DPSC FORM a3y MEPLACCT DMIC FOMM T-41207 10, AN se, wacn WLl 1798 -
OCT #y DE UIZL 8T OLPLETED -
.
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A1l vicwing is done transversely against a white background, R
observing both the standard sets and the sample set through
equal fluid depths, .
All ingredients entering inmto the solution shall be of U.S,P, or N.F., quality,
or if not included in either of chese compendia, they shall be suitable for use in
this preparation.

Not mora than 6 months shall have elapsed from date of manufacture of the product
to the date of delivery to the Government,
PREPARATION FOR DELIVERY -
Shall be in aceordance with all applicable requirements of Federal Specification

PPP~C~186, dated 11 Decembar 1961, together with deletions or additions as in-
dicated herein. e LT

~ ;-
Immediate containers, Shall comply with the follawing classification:

GROUP A CLASS 1,7 = TYPE e STYLE 1 GRADE 1

CLOSURE A . i SEAL A or B
Labeling, Labeling shall be in accordance with the requirements of the.

Federal Food, Drug, and Cosmetic Act, and shall include the information required
below:

FSN_6505-128=5705: - .

Immediake containers. Each immediate container label for FSN 6505-128-5305.
shall bear the following information, However, the information is not required
to appear in theAsJeqqence indicated.

(-a) the-ftem identification deéigna:ea as -
UTHIMEROSAL - TINCTURE, N.¥3T"

(b) the quancity of contents designated as
"1 pt (473 cc)” -

(c) the stock number

(d) the lot or control number

(See additional label information on Page 3)

w2
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(e) the name and addrgsg of the nanufacturer. When
the manufacturer is not the contractor, the name
and address of the contractor shall also appear.

When both names arc placed on the label, the
following designations shall precede the names:

"™FR" for the manufacturer and
"CONTR" for the contractor.

(£) the word "POISON" .in prominent red letters.
- Other label information may appear in red print, -

(g) - the word," - L D
- « SRR e
(h) the statement "Protect from Light" or a -
similar statement s ) ¢

(1) the statement "Store in a Cool Place”

-

FSN_6505-128~5710: *

. Immediate containers. Each immediate container label for FSH 6505-128-57.0
shall bear the- following information., lHowever, the information is not required

ta appear in the sequence indicated. Lol .

(a) the frew {dentification desfgnated au

3 "THIMEROSAL TINCTURE, N.F." -

’ (b) - the guantity of contents designated as

FJ o+ "1 -gal (3.78 liters)” w o
(e th s,toek.number T

(d) the 1ot or control.number

(e) the name and address the of the manufacturer. Uhen
theé manufacturer is not the contractor, the.name” =
and address of the contractor shall also appear.

When both names are placed on the label, the
following designations shall precede the names:

“MFR" for the manufacturer and
“CONTR” for the contractor.

{See additional label information on Page &)

3=
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(£) the word "POISON" in prominent red letters.
Other label information may appear in red print.

(g) the word "FLAMMABLE"

(h) the statement "Protect from Light' or a
similar statement

(i) the statement "Store in a Cool Place™

Packaging.

Unit of issue. One bottle, as, specxf;ed, constxtutes one um.t of issue.

Unit package. At the %ption of the cantrac:or, each™ um.: shall be
packaged as specifxed in 5.2.5. -

1
Intermediate package. The number of units of issue specified in table I,
column 2, for Procedure Code No. 6, for FSN 6505-128-5705 ¢and Procedure Code No.
8 for FSN 6505-128-5710, indicated in column 1, shall be packaged in an intermediate
package constructed im accordance with the applicable paragraph referenced in
column 3, except that partitions shall not be required when unit package is furnished.

Packing. The number of units contained in the intermediate packages and .
total number of units of issue for the applicable procedure code, indicated in
column 4, shall be overpacked im an exterior container constructed in accordance
with the. appkicable paragraph referenced in column 5 (level B), or column 6 (level
&), for the lével of protection specified in the procurement document. Bursting
strength of carton shall be in accordance with special requirements in table I of
Federal Speciffcation PPE-B-636, in lieu of bursting strength specified in the
applicable paragraph referenced in column 5 (lLevelaB).  Method. I closure of Federal
Specification PPP=B-636 shall be utilized on level B fiberboard packs. In addition,
in line 10 of 5.4.4, delete "IV and substttute "III; or Federal Specification
PPP-B-636, type CF, class weather-resistant”; at end of 5.4.4.1, add "Case limer
shall not be required for fiberboard boxes." Add the following new paragraph:
"5,4.4,1.1 Closure. Closure of wood boxes shall be in accordance with appendix
of applicable box specification. Closure of each fiberboard box shall be as
specified in the appendix, and wa:erproofing shall conforin with 30.4 of Federal
Specification PPP-B-636."

Markiog.

Unit package. When furnished, cach unit package shall bear the same
information as required for the immediate container. .
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Intermediate package.  Each intcrmediate package shall be marked in
accordance with Military Standard MIL-STD-}29. 'When labels are utilized, water-
proofing shall be required only when applicable-carton is fabricated of water
resistant material. Lot (control) number, contract or purchase order number, and
name of contractor shall be shown. Marking shall include the legend “STORE IN
A COOL PLACE" and in addition, marking as required by I.C.C. Regulations shall also
be shown.

Exterior containers. Exterior containers shall be marked in accordance
with Military Standard MIL-STD-129. Lot (control) number shall be shown. Marking
shall include the legend '"STORE IN A COOL PEACE™ and in addition, markings as
required by I.C.C. Repulations shall also be ‘shown.

SUPPLIER RESPONSIBILITIES FOR INSPECTION. - _

Such examinations and tests as are set forth in this speci{icacion'%r ’as shall
otherwise be appropriate or necessary to insure that supplies conform to specifi-
cation requirements, shall be performed by and at the expense of the supplier.
Suppliers who do not have facilities adequate for such tests shall arrange for the
use of test facilities acceptable to the Government. Reccords of examinations and
tests performed by the supplicr .shall be maintained by the supplier and made
available to' the Gowernment, upon the Government's request, at any time, or from
time to time, for a period of 3 years after the delivery of the supplies to which
such records relate. o

-5
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'NUNUER DATE

DEFENSE MEDICAL PURCHASE DESCRIPTION : | 3 1 June 1971

FEDERAL STOCK NO. ITEM IDENTIFICATION uNIT

6505-890-2010 | PROMETHAZINE HYDROCHLORIDE, CHLOROFORM, IPECAC FLUDD= | Bottle
and EXTRACT, AND POTASSIUM GUATACOLSULFONATE SYRUP
6505=926-9026 : .

1, SCOPE

1,1 This specificstion covers tho following items in the quantity pur botvie
as indicated for the appropriate Federal Stock No, (FSN) and Item Identification:

sy : ‘Item Identification
6505-890-2010 PROMETHAZINE HYDROCHLORIDE, CHLOROFORM, IPECAC

FLUIDEXTRACT, AND POTASSIUM GUAIACOLSULFONATZE
SYRUP, 1 gal (3.78 liters)

6505-926-9026 PROMETHAZINE HYDROCHIORIDE, CHLOROFORY, IPECAC
FLUIDEXTRACT, AND POTASSIUM GUAIACOLSULFONATE
SYRUP, 4 f1 oz (118 cc)

2. APPLICABIE DOCUMENTS -

2,1 Specifications and standards, Ualess otherwise indicated, the issue
in effect on date of invitation for bids or request for proposals of the
specifications and standards, referenced in the body of this specification shal
apply to the extent specified herein, These documents may be cotained as airected
by the contracting officer,

3. REQUIREMENTS

3.1 Material, ghall be a clear syrupy liquic. Bach 5 cc of the preparation
shall contain 5 mg promethazine hydrochloride, 0,17 minims ipecac fluidexi.eact,
L mg potassium guaiacolsulfonate, 0,25 minims chlc-oform, 60 mg citric acid
(anhydrous), 197 mg sodium citrate, in a syrup base, and 7 percent alcohol.

3,2 Description. The finished preparation shall be green in color anu have
a pleasant taste and pleasing odor., Shall be suitable as an antihistamini-
expectorant for symptomatic cough control in adults, infanbc, and childwve:n,

3.3 Addiiives, The Jinished preparation shall contain sy
The co.oring agentl s’ or other ingredisnts, if such ave us'~, and the prese vive s
in the product shall be in amounts as approved by the Feder:l Food and Dr
Administration (F.D.4.) which will make the preparation attractive anc mal adl
and will properly preserve the product,

Page . w1 12
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3.4 Finished preparation.

3,4,1 Assay. The finished preparation shall assay to contain not
less than 95,0 percent and not more than 110.0 percent of the required
amount of Promethazine Eydrochloride (10-(2-Dimethylaminopropyl)
phenothiazine hydrochloride) when determined as specified in L.b.1,

3,4,2 Specific gravity. The specific gravity of the preparation
shall be not less than 1.28 and not more than 1.30 at 25° C., when
determined, using a pycnometer or a specific gravity balance,

3.4.3 pH, The pH of the undiluted preparation shall be not less than
4,70 and not more than 5,20 at 25° C., when determinsd potentiometrically,
using the U.S.P. method,

3.4.4 Identification, The promethazine in the preparation shall be
identified by an absorbance ratio with limits of 8,0 - 8,8 and by yellow
crystal formation when determined as specified in L.L.2,

3.4.5 Alcohol content, The firnished preparation shall assay to
contain not less then 6,5 percent and not more than 7.5 percent of the
required amount of elcohol when determined as spscified in L.L.3.

‘ 3.4,6 OChloroform content, The finished preparation shall assay to
contain not lsss than 90,0 percent and not more than 125,0 percent of the.
_required amount of chloroform when determined as specified in L.k.k.

3,4,7 The pyrup shall be suitably flavered, and shall be palateble
and pleasant to the taste with no unpleasant after-taste, Not later than
the time spooified for opening of bids or receipt of proposals, the
offsror shall submit to the contracting officer six (6) individually packaged
samples (each containing L f1 oz) of the finished syrup osentative of
the product which the offeror proposes to furnish, Two (2) samples will
be subjected to panel testing for a determination of palatability (sec |
"Palatability Test paremr.ph 4.U.5). The remaining samples will be used
by cognizant Goveranment inspection and quality assurance activities for
determining compliance of supplies fuwmnished hereunder with the palatability
requirement, Approval as to palatability of any sample submitted by the
offeror will not constitute approval of the sample as to any other require-
ment of this specification. The requirement for submission of samples for
use in determining compliance with the palatability raquirement may be
waived, provided the offeror siates, in his bid or proposal, that the product
he proposes to furnish 3 the sams vroduct by has ofrered to the purchasing
activity on & previon: .cocuwrement and .u& Tontracting officer determines .
that sucza product we~ p..viously procured ‘aud/or tested by the purchasing
activity and fourd to comply with the palatability requirement. .

2,.
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3.5 Active ingredients. '

3.5.1 Promsthazine hydrochloride, The promethazine hydrochloride
used in the manufacture of the syrup shall be in accordance with the tests,
standards, and requirements of the U,S.P., including any supplements or
revisions thereto, and, in addition, shall comply with the followings:

Description. Shall be a white to faint yellow,' practically
odorless crystalline powder,

, 3.5.,2 _Sodium citrate, The sodium citrate 3
. the syr\m shan be in accordance with the tests, standards, and regx_xiromnta

Desc;%ption. Shall be colorless crystals, or white, crystalline
powdet,

3.5.3 Citric acid, The citric acid used in the manufacture of the

shall be in accordance with the tests, standards, and requirements
of g% §,SE, including any supplements or revisions thereto, and, in
addition, shall comply with the following:

Description, Shall be colorless, translucent crystals, or white,
granular to fine orystalline powder,

3.5.4L The ipscac fluidextract entering into the manufacture of the
finished preparation shall be in accordance with the tests, standards, ard
requirements of the XVI, which was official from 1 October 1960 to
31 August 1965.

3.5.5 The potassium guaiacolsulfonate and the chloroform entering
into the manufacture of the finished preparation shall be in accordance with
the tests, standards, apd.reguirements of the N.F,, including any supplements .
or revisions thereto, and, in addition, shall comply with the followings:

3.5.5.1 Potassium guaiacolsulfonate, Shall be white crystals or white
crystalline powder, ]

3.5.5,2 Chloroform, Shall be a clear, colorless, mobile liguid,
having a characteristic ethereal odor

3.6 Other ingredients. All other ingredients enteri.ng into the
manufacture of the finishel preparation shall be of U,S.P, or N,F, quality,
or if not included in either of these compendia, the ingredients shall be
suitable for use in the preparation, In addition, the Liquid Glucose,
U,S.P,, shall be free from yeasts and molds and its bacterial count shall
not exceed 500 organisms per gram of liquid glucose. )

3.
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Liquid glucose exceeding these requirements may be used in the manufacture
of the finished syrup, provided that the bulk lot of syrup, prior to
£111ing, demonstrates compliance with the above requirements when determined
by a suitable, accurate, and reproducible method. L

3,7 Delivery, Not more than lj months shall have elapsed from the
date of manufacture of the product, to the date of delivery to the Government,

3.8 Workmanship, Workmanship shall be first clasé throughout, The
material and its containera shall be free from defects which detract from
their appsarance or may impair their servicesbility. :

4. QUALITY ASSURANCE PROVISIONS

4,1 Supplier responsibility for inspection, Unless otherwise specified
in the contract or purchase order, the supplier is responsible for the
performance of all inspection requirements as specified herein, Except as
otherwise specified in the contract or order, the supplier may use his own
or any other facilities suitable for the performance of the inspection
requirements specified herein, unless disapproved by the Governmsnt, The
Governsznt reserves the right to perform any of the inspections set forth
in the specification where such inspections are deemed necessary to assure
supplies and services conform to prescribed requiremsnts,

L.1.1 Records of examinations and tests performed by or for the
contractor shall bs maintained by the contractor and made available ‘to the
Governrant, upon the Government's request, at any time, or from time to
time, during the performance of the contract and for a period of 3 years
after delivery of the supplies to which such records relate.

k.1.2 No company supplying any ingredient(s) to the contractor will
be considered an acceptable facility for the performance of any inspsction
requirements specified herein, . i

4.2 Lot, For purposes of this specification, a lot, batch, or
control is that single, uniform, and homogeneous quantity of syrup, produced
from one formulation, subjected to the same compounding and manufacturing
operation, and filled into final containers, .

L.3 Sampling. Samplin; shall be conducted in accordance with the
procadures set forth in MIL-STD-105, with an Acceptable Quality Ievel (AQL)
of 1.0 percent defective for major defects and 2.5 percent defective for
ninor defects, o .
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Lob  Tests.

L.k.1 Promsthazine hydrochloride assay in finisted preparation,
Use low actinic glassware throughout test, ;

Transfer an accurately measured sample of 25 cc to a 250-ml separator,
Add 5 cc of purified water and 15 cc of 28 percent ammorium hydroxide,
Completely extract the promethazine base with LO cc portions of chloro=-
form (about 6 extractions usually required), collecting the extractions
in a sooond separator, Extract the ipecac 'with a 20 ccpartion of

10 percent hydrochloric acid, followed by five (S5) 15 cc portions of

1 percent hydrochloric acid, Wash the combined acid extracts with

25 oc of chloroform and add the chloroform washings to the main
chloroform extract, (Discard the aqueous washings), Filter the

combined chloroform extracts through a pledget of cotton previously
wotted with chloroform, into a beaker and wash the separatory funnsl

and plodget of cotion with several small portions of chloroform,
Bvaporate the combined chloroform extracts on a water bath with the

aid of a current of air to a volume of about 5-10 cc. Discontinue
heating and continue evaporation with the aid of a current of air,

to dryness., Add 50 ce of purified water and warm on a steam bath to
digsolve the residue. Transfer the aqueous solution to a 500 cc
voluretric flask with the aid of warm purified water, Cool to room
terperature and dilute to the mark with purified water. Mix thoroughly,
filter through a medium-porosity sintered glass filter rejecting the first
fewr cc portion of filtrate, and coldect the subsequent filtrate in a dry
glass stoppered flask, ' (Reserve & portion of this fiitrate for the
preparation of the solution (for the identification test.). Determine
the absorbancy of the clear filtrate, and a solution of Promethazine
Hydrochloride U,S.P, Reference Standard, diluted to the same concen-
tration as that of the sample, at 298 mu in a Beckman DU spectrophotometer,
using a l-cm quartz cell, with purified water as the reference liquid.
Calculate percent of required amount of promethazine hydrochloride,

" 4.b.2 Identification.

a, Transfer exactly 10 cc of the clear filtrate obtained in h.l.l to
a 100-cc volumetric flask, Dilute to the mark with purified
water and mix thoroushly. Determine the absorbance at 2L9 mu
with & Beckman DU spectrophotometer, using a 1 cm, quartz cell
and purified water as the reference liquid, o

Calculation: __‘10 ExEﬂT'Az'hz = ratio of absorbancies

b, Transfer 50 cc of sample to a 250 cc separstory funnel, add 50 cc
of chloroform and 10 cc of anhydrous methanol., Stopper and shalm:
vigorously for 5 minutes. Allow the two phases to separate and
transfer the bottom layer to a 200 cc beaker,  Evaporate to dryness
on a steam bath with the aid of a current of air., Add 5 ce of 3.5
percent anhydrous methanol picric acid solution and heat on a steam
2;;2 ag_‘or S minutes. Cool in an ice bath until yellow crystals

1
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k.l.3 Alcohol content, Adjust the temperature of the sample to
250 C. and transfer exactly 100 cc té a distilling flask., Dilute
with 150 cc purified water and distill, collecting about 90 cc
distillate in & 100 cc volumetric flask immersed in an ice bath. Rinse
the distillate into a separator, add 10 grams NaCl and 30 cc petroleum
ether, Shake the mixture to extract volatile oils and CHC13,
.Draw off the water-alcohol layer into a distilling flask. Wash the
petroleum ether solution in the separator with two 40 cc portions of
saturated NaCl solution, adding the aqueous washings to the distilling
£lask. Distill, collecting about 90 cc distillate in a 100 cc volumetric
flask immersed in an ice bath, Adjust the temperature of the distillate
to 250 C. and dilute to the mark with purified water at the same temperature,
Add about 5 Gm talc, mix, and filter, Determine the specific gravity of
the filtrate at 250 C, in a pycnometer., Calculate percent required amount
of alcohol, .
LJios Chloroform assay. 4

REAGENTS :

Cyclohexane - B.P. 80° - 81° ¢.
Chloroform - Suitable for Spectrophotometric use,

STANDARD CHLOROFORM SOLUTION:

Transfer exactly 5 ml of chloroform to a 250 ml volumetric flask con=
taining about 150 ml of cyclohexane. Dilute to the mark with cyclo-
hexane and mix well. Transfer exactly 20 ml of this solution to a
100 ml volumetric flask containing. 50 ml cyclohexane. Dilute to the
mark with cyclohexane and mix well (Chloroform concentration at this
dilution 1s 0,40 ml?lOO cc).

PROCEDURE : ALL TRANSFERS SHALL BE MADE AS RAPIDLY AS POSSIBLE.

Transfer about 20 ml of ‘sample accurately measured to a suitable glass
stoppered centrifuge tube (or other suitable vessel), add 4 glass beads
and exactly 20 ml of cyclohexane, Stopper securely and shake vigorously
for 5 minutes., Centrifuge at 3000 rpm for 5 minutes. Determine the
absorbance of the cyclohexane solution in the sample and standard in

0.1 mm NaCl cells, using & suitable infrared spectrophotometer.

Calculate percent required amount of chloroform.

b



COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY 10409

650548902010 (P. D. No. 3)

NOTE: Set the instrument to the following operating conditions:

1. Double Beam.
2. 0.60 amps.
3. 763 em-1 .
Us 1.1 mm slit.
. 2.0% gain.
6, 8 period. ‘
: 7. Use trimmer comb.to set L0OF transmission,
then switch to O-1 absorbance.

bohiS Palatability test, A taste panel consisting of 10 members will be

‘used to determine acceptability of samples. Samples will be bi
testing (samples will be tested undiluted), coded, and
under controlled serving conditions, e.g., all samples will be of the same
amount, and served at the same temperature; each panel member will receive an
equal number of samples; the order of serving will be varied among panel
membeérs; an interval of at least five (5) minutes will elapse between s
¢essive samples and panel members Will rinse their mouths with water grgﬁ
‘Eemperaturei after each sa_ple ps,neL members will test without interference
either from each 7 iders, The product offered shall be rated
eual to or better than the FSN -E 8902010 and FSN 6505 23-2023 Palata-
when determined by the taste panel, using the following
9-point hedonic rating scale, The average rating of the sample shall be equal
to or preater than the average rating of the standard, similarly prepared and
tested,

1 2 3 b 5 6 7 8 9
Dislike [Dislike | Dislike [Dislike | Neither [Like Like Like | Like

exe= very | moders | slightly| like nor|slightly|moder-| very | ex-
tremely much | ately dislike ately | much | tremely

#The FSN 6505-A90-2010 and FSN 6505-926-9026 Palatability Standard is available,
upon separate request to the contracting officer at the Defense Personnel’
Support Center,

5. PRFPARATION FOR DELIVERY

5.1 Shall be in accordance with all applicable requirements of Interim
Federal Specification PPP-C-00186a, dated 15 May 1969, and Amendment-l, dated
27 October 1969, and .as specified herein:

S.l.1 Immediate containers, Each immediate container shall comply with
the following classification: .

GROUP A CLASS 1 TYPE e STYLE 1 ORADE 1
CLOSURF A o SEAL A

Pach immediate container for FSN 650548902010 shall be designed with a
pour lip and with a single handle. If the handle is at the same height
as the head of the bottle, the seal may partially cover the handle.

7w
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5.2 Labeling, Labeling shall be in accordance with the requirements
of the Federal Food, Drug, and Cosmetic Act, and shall include the -
information required below: .

5.2.1 Immediate containers.

- 5.2.1,1 For FSN 6505-890-2010. Each immediate container label for
FSN 6505~890-2010 shall bear the following information. However, the
information is not required to appear in the sequence indicated,

(a) the item name désignated as

"PROMETHAZINE HYDROCHLORIDE, CHLOROFORM, IPECAC
FLUIDFXTRACT, AND POTASSIUM GUAIACOLSULFONATE SYRUPM

(b)  the quantity of contents designated as
") gal (3.78 liters)n

(¢) the quantity of active ingredients expressed in
milligrams or minims per 5 cc (one teaspoonful)

(d)v the Federal Stock No. designated as
"FSN - 6505«890-2010% op "Stock No. 6505-890-2010"

(e) the lot or control number
(£) the date of manufacture

(g) the nams and addvess of the manufacturer. When
the manufacturer is not the contractor, the name
and address of the contractor shall also appear,

" When both names are placed on the label, the
following designations shall precede the names:

MMFR" for the manufacturer and
"CONTR" for the contractor.

(h) the statement "Caution: Federal law prohibits
disvensing without prescription.®

(1) the following or similar statements:

1. Keep tightly closed.
2, Protect from light.
3. Shake well,

(§) the statement "Store at controlled room temperature
: (59° = 869 F.),
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5.2.1.2 For FSN 6505-926-9026. Each immediate container label for’
FSN 6505-926=9026 shall bear the following information. However, the
information is not required to appear in the sequence indicated:
(a) the item name designated as
"PROMRTHAZINE HYDROCHLORIDE, CHLOROFORM, IPECAS
FLUTDEXTRACT, AND POTASSTUM GUAIACOLSULFONATE SYRUPM"

(b) the quantity of contents designated as-
u)y £1 o7 (118 cc)" )

(¢) the quantity of active ingredients ekpressed in
milligrams or minims per 5 cc (one teaspoonful)

(d) the PFederal Stock No. designated as
nFSN 6505<926-9026" or "Stock No. 6505-926-9026"

(e) the lot or control number

(f) the date of manufacture

(g) * the name and address of the manufacturer. When
the manufacturer is not the contractor, the name
and address of the contractor shall also appear.

When both names are placed on the label, the
following designations shall precede the names:

"MFR" for the manufacturer and
"CONTR" for the contractor.

(h) the statement "Caution: Federal law prohibits
dispensing without prescription.

(1) the following or similar statements: -
1. Keep tightly closed. "
2. Protect from light.
3, Shake well,

3. e statement "Store at controlled room temnerature
(59 - 869 F,).n

32-814 (Pt, 24) O - 74~ 32
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5.2.2 Circular.

5.2.2,1 For WSN 6505-890-2010. A quantity of not less than L circulars,
brochures, or other printed matter shall be packaged within each intermediate
package for FSN 6505-890-2010, setting forth as a minimum: Indications for
use, dosage and administration, precautions and contraindications, and side
effects. The circulars shall be packaged in a manner acceptable to the Food
and Drup Administration for individual issue of the bottle. Full disclosure
information may be included on the label of the immediate container and each
intermediate package, or on the unit package, if furnished, in lieu of the
individual circulars. : .

5.2.2.2 For FSN 6505-926-9026. A circular, brochure, or other printed
matter shall accompany each immediate container for FSN 6505-926-9026,
setting forth as a minimum: Indications for use, dosage and administration,
precautions and contraindications, and side effects. ’

S.3 Packaging.

5.3.1 Unit of issue. One (1) bottle containing L f1l oz or 1 gal, as
specified, constitutes one unit of issue. ) )

5.3.2 Packaging quantities. The number of units of issue indicated in
the following table shall be packazed in each unit, intermediate, and exterior
container, as applicable, for the required level of protection-specified in -
the procurement document. . .

Packaging quantities

Size ' Unit package Intermediate package {Exterior container
L f1 oz 1 unit 12 units ) L8 units
1 gal I 1 unit Not required L units

5.3.2.1 Packing variation rermitted. If the required number of units in
the entire shipment is less than the number of units specified to be overpacked
in an exterlor container, such units may be packed in an exterior container of
suitable size and design, acceptable to a common carrier, which shall insure
safe delivery to destination. e e :

50303 I‘nvelvhl._
5030301 Unit package.

5.3.3.1.1 Four fl oz. At the option of the contractor, each unit shall
be packaged in a box of appropriate size constructed in accordance with
PPP=B-~566, PPP=B-676 or PPP-B-636, type CF, class domestic. Commercial colors
are acceptable on unit boxes. Closure shall be adequate to prevent spilling
of contents under normsl handling. : o ) :
: 10



COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY 10413

6505-R90-2010 (P. D. No. 3)

5.3.3.1.2 One gal. Each glassbottle shall be packaged in double-faced
corrugated fiberboard box of appropriate size and design having a minimum
bursting strength test of 275¢Hounts)and constructed in accordance with
PPP-B-636, tyve CF, class domestIC: Box design shall include liner and top
and bottom pads.

5.3.3,1.2,1 liner. Liner shall be of one piece, covering the sides and-
ends of the carton and fabricated of the same material as the box. Liner
shall be the same height as the bottle. o

5.3.3.1.2.2 Pads. Top and bottom pads shall be fabricated of the same
material as the box and not more than 1/8 inch less than the inside length
and width of the box. - Pads shall be positioned on the top and bottom edge
of the liner, o ‘

%.3.3.1.2.3 Closure. Closure shall be adequate to prevent spilling of
conbtents under normal handling.

5.3.3.,2 Intermediate package. Intermediate packapge shall be a box of
aporopriate size constructed in accordance with PPP-B-636, type CF, class
domestic and having a minimum bursting strength test of 200 pounts. Box
design shall include partitions. When unit boxes are used, partitions are
not required.

©.3.3.2.1 Partitions. Partitions shall be full or shoulder height,
half-slotted style, fabricated of the same material as the box. The
partitions shall form an individual snug fitting cell for each immediate
container,

5.3.3.2.2 Closure. Closure shall be as specified in the appendix of
PPP-B-636.

S.L  Packing.

S.l.1 Level B.

S.4.1.1 Exterior container. Exterior container shall te a tox of
appropriate size constructed in accordance with PPP-B-636, type CF, class
domestic, Bursting strength of box shall be in accordance with special

‘requirements of table II of PPP-B-636. Closure shall conferm to method II
as specified in the appendix of the box specification.

1 -
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6505-890-2010 (P. D. No. 3)

S.h.2 Level A. Ttems shall be packed for the degree of protection
specified for Level B, and shall be further protected by being overpacked .
in an exterior container designed for a tynme 1 lcad and constructed in
accordance with PPP-B-385, class e, style 3; PPP-B-601, overseas type;
PPP-B-621, class 2; or PPP-B-636, class weather-resistant, grade V3c.
Bursting strength of fiberboard box shall be in accordance with special }
requirements of table I in PPP-B-£36, Closure and strapping of boxes shall
be as specified in the appendix of the applicable box specification.

5.1.2,1 Case liner. Each Level A wood box shall be lined with a
waterproof case liner conforming to MIL-L~10547. Closure and sealing shall
conform to applicable varagraphs of appendix thereto. Case liner shall not
be required for fiberboard boxes. Each fiberboard box.shall be waterproofed

in accordance with paragraph 30.L of: PPP-B~636,

5.5 Marking.

5.5,1 Unit package. Each unit package shall bear the same information
as required for the immediate container.

5.5.2 Intermediate packape. Fach intermediate package shall be
marked in accordance with MIL-STD-129. When labels are utilized, water-
proofing shall he required only when applicable box is fabricated of
water-resistant material. Igt (control) number, contract or purchase
order numer, and name of contractor shall be shown. Date of manufacture
shall be shown in lieu of date packed. Marking shall include the legend:

"STORE AT CONTROLIED ROOM TEMPTRATURE (59° - 8&° F.)."

5.5.3 Exterior container. Exterior container shall be marked in
accordance with MIL-STN-129. Lot (control) number shall be shown. Date of
manuf acture shall be shown in lieu of date packed. Marking shall include
the legend:

USTORE AT CONTROLLED ROOM TFMPERATURE (59° = 860 F.), 0

12
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Exhibit G

A typical example of prejudice against a smaller drug
manufacturer (first page of a letter received from the Miflin,
McCambridge Company, dated February 13, 1974)

THE MIFFLIN, MCCAMBRIDGE COMPANY

6400 RHODE ISLAND AVENUE
RIVERDALE, MARYLAND 20840

February 13, 1974

Mr. Joseph Barrows

The N.A.P.M.

342 Madison Avenue

New York, New York 10017

Dear Joe:

I enjoyed the meeting this past weekend, and I am sure you had much
to do with the outstanding program. My homages to you and George and the
others for it. .

About defense contracts, concerning which you enquired:

We do not bid on them and have not done so for some seven or eight
years.

The last bid we received from them took more time, more effort, more
technical personnel and more clerical people than all our other orders on
hand at that time. It was a bid for 4 and % grain saccharin tablets.

We had inspectors inspecting everything that went into the order,
disrupting our routine production regularly.

We had government chemists standing in back of our chemists for two
weeks while we tested and retested the materials and the product.

We bought, per their specifications, special overpackaging that would
have survived the Titanic, much more a truck-trip to Illinois and
California where it went.

After about one and a half months of chaos in our plant, they accepted
it, signed the papers and we shipped it.

Four months later, we got it all back (freight paid by us) because
somebody decided that it met a thousand specifications of the government
but he just wasn't quite satisfied. He thought maybe the tablets were not
hard- enough. s

There it was, back in our plant, all packed in virtually people-proof
containers, all with special government labeling unsuitable for commercial
use, uneconomical to recondition for commercial sale. And for all our time,
effort, disruption and expense, we collected not a single cent.

Pharmaceutical Manufactqrers Since 1918
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Exhibit H

NAPM Roster - Asterisk designates manufacturer of

dosage form drugs.

NATIONAL ASSOCIATION OF PHARMACEUTICAL MANUFACTURERS
342 Madison Avenue, New York, New York 10017

Membership List As of January 1974

Regular Members:

ALLIED LABORATORIES, INC.
975 Lake Road »*
Medina, Chio 44256

ANTHONY PRODUCTS CO.
11634 McBean Drive *
Elmonte, California

BARRE DRUG COMPANY s INC. ”»
4128 Hayward Avenue
Baltimore, Maryland 21215

BARTH-SPENCER CORP,
270 W. Merrick Road
Valley Stream, New York 11580

BELL PHARMACAL CORP,

1-85 At Exit U.S. 276 -
P.0. Box 1968

Greenville, S.C. 29602

BIOCRAFT LABORATORIES, INC.
92 Route 46
East Paterson, N.J. 07407

BIOPHARMA, INC.
625 Broadway
New York, N.Y, 10012

BOLAR PHARMACEUTICAL C0., INC.
130 Lincoln Street »*
Copiague, New York 11726

CHRGMALLOY AMERICAN CORP,
Route 7, P,0. Box 180-A
‘'vansville, Indiana 47712

COLUMBIA MEDICAL CO.

38 East 19 Street
New York, New York 10003

CONSOLIDATED MIDLAND CORP.
195 East Main Street
Brewster, New York 10509

CRAMER PRODUCTS, INC,
153 West Warren *
Gardner, Kansas 66030

. ROBERT DANIELS & CO., INC.

Div. of Generics Corp. of America
333 Sylvan Avenue
Englewood Cliffs, N,J. 07632

DAY-BALDWIN, INC.
1460 Chestnut Avenue
Hillside, N.J. 07205

DEL LABORATORIES, INC. %
565 Broad Hollow Road
Farmingdale, N.Y. 11735

ENCAPSULATIONS, INC.
269 Chestnut Street ey
NewarR, New Jersey 07105

FARADAY LABORATORIES .
100 Hoffman Place ) »
Hillside, New Jersey 07205

FOOD PLUS, INC.
77 Moonachie Avenue x

-Moonachie, New Jersey. 07044
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. Regular Members Con't

4 & W LABORATORIES, INC. ”»*

20 Markley Street
Port Reading, New Jersey 07064

HALSEY DRUG CO., INC,
1827 Pacific Avenue ”®
Brooklyn, New York 11233

HUDSON PHARMACEUTICAL CORP.
" 89 Seventh Avenue
New York, New York 1001l

HEATHER DRUG COMPANY b
1 Fellowship Road ®*
Cherry Hill, New Jersey

HUMPHREYS PHARMACAL, INC. %
63 Meadow Road
Rutherford, New Jersey 07070

INWOOD PHARMACAL, INC.
703 Prospect Street »®*
nwood, New York 11696

KETCHUM LABORATORIES, INC.
26 Edison Street
Amityville, New York 11701

LIFE LABORATORIES, INC. ¥»*
8111 Lankershim Blvd.
North Hollywood, Calif, 91605

‘ LINDBERG NUTRITION SERVICE
3945 Crenshaw Blvd.
Los Angeles, Calif, - 90008

LINDEN LABORATORIES, INC.
Div. of Chromalloy American Corp.
5353 Grosvernor Blvd. *»
Los Angeles, Calif, 90066

MERICON INDUSTRIES, INC.
420 S,W, Washington Street %
"eoria, Ill, 61602

MIiFFLIN McCAMBRIDGE CO.
6400 Rhode Island Avenue
Riverdale, Maryland 20840

MURO PHARMACAL LABS., INC.
121 Liberty Street »®
Quincy, Mass, 02169

REXAR/OBETROL PHARMACEUTICAL CORP.
396 Rockaway Avenue >
Valley Stream, New York 11581

O'CONNOR DRUG COMPANY ”»
12115 Woodbine Avenue
Detroit, Michigan 48239

ORMONT DRUG & CHEMICAL CO., INC.
223 South Dean Street *
Englewood, New Jersey = 07631

PENNEX PRODUCTS CO., INC. *
Eastern Ave, at Pennex Drive
Verona, Penn, 15147

PHARMACAPS, ICN.,

P.O. Box~ 547 L o
1111 Jefferson Avenue
Elizabeth, New Jersey 07207

PHARMADERM, INC.
Cantiague Rock Road, Box 730 <=
Hicksville, New York 11802

PHOENIX LABORATORIES
175 Lauman Lane
Hicksville, New York 11801

PLUS PRODUCTS, INC.
2425 E, 38th Street %
Los Angeles, Calif, 90058

PRESTON PHARMACEUTICS
P.0, Box 8 *
Butler, New Jersey 07405

PUREPAC CORPORATION
200 Elmora Avenue
Elizabeth, New Jersey 07207
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Regular Members Con't

REID-PROVIDENT LABORATORIES, INC.
25 Fifth Street, .N.W. *
Atlanta, Georgla 30308

REPUBLIC DRUG CO., INC.
175 Great Arrow,
Buffalo, New York 14207

SIMPAK CORPORATION
2021 15th Avenue West
Seattle, Washington 98119

STUR-DEE HEALTH PRODUCTS,” INC.
Island Park
New York 11558

VITA-FORE PRODUCTS CO.
95~07 98 Street Inc.
Czone Park, New York 11416

ITARINE COMPANY, INC. -
~27=15 North Conduit Avenue
Springfield Gardens, New York 11413

VITAMIN SPECIALTIES CO.
5521=25 Wayne Avenue
Philadelphia, Pa. 19144

WEST-WARD, INC.
745 Eagle Avenue
Bronx, New York 10456

XTTRIUM LABORATORIES, INC,
415 West Pershing Road *
Chicago, Ill, 60609

ZENITH LABORATORIES

140 Le Grande Avenue *
Northvale, New Jersey

-3~



COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY 10419

ASSOCIATE - MEMBERS

ARENOL CHEMICAL CORP.,
40~33 23rd Street
Ling Island City, N.¥Y. 11101

CHASE MANHATTAN BANK
1 Chase Manhattan Plaza
New York, N.Y.

FALLEK PRODUCTS CO., INC.
460 Park Avenue
New York, N.Y. 10022

FOOD & DRUG. RESEARCH LABS., INC.
Maurice Ave. at 58th Street
Maspeth, New York 11378

FIEEMAN INDUSTRIES, INC.
100 Marbledale Road
Tuckahoe, New York 10707

.ALLARD-SCHLES INGER CHEMICAL
MPFG. CORP,

584 Mineola Avenue

Carle Place, L.I., N.Y. 11514

R.W. GREEFF & CO., INC,
1 Rockefeller Plaza
New York, N,¥. 10020

GYMA LABORATORIES OF AMERICA, INC.
62-04 34th Avenue
Woodside, New York 11377

HiXAGON LABORATORIES, INC.
3536 Peartree Avenue
Bronx, New York 10469

HUNTINGTON LABS, INC.
P.0. Box 710
Huntington, Indiana 46750

NOLL FINE CHEMICAL, INC,.
.20 East 56 Street
New York, New York

LANCO CONTAINER CORP.
70 Washtington Street
Brooklyn, New York 11201

LEBERCO LABORATORIES
123 Hawthorne Street
Roselle Park, New Jersey 07204

P. LEINER & SONS, AMER., INC.
20101 Nine Mile Road *
St. Clair, Michigan 48040

DR. MADIS LABORATORIES *
375 Huyler Street
So. Hackensack, N.J. 07606

MAJESTIC DRUG CO., INC. -
721 East 136th Street
Bronx, New York 10454

MALLINCRODT CHEMICAL WORKS

P.0. Box 384

' 223 West Side Avenue

Jersey City, N.J.

MEER CORPORATION 2%
9500 Railroad Avenue
North Bergen, New Jersey 07047

WILLAIM DOUGLAS MC'ADAMS, INC.
110 Est 59th Street
New York, New York 10011

NAPP-LEMKE CORPORATION
195 Main-Street
Lodi, New Jersey 07644

NATIONAL MAGNESIA CO,, INC.
83rd Street & Cooper Avenue »
Brooklyn, New York 11227

S.B. PENICK & COMPANY
100 Church Street
New York, N.Y., 10008
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Associate Members Con't.

PENN BOTTLE & SUPPLY CO.
7150 Lindbergh Blvd.
Philadelphia, Pa. 19153

J. RABINOWITZ & SONS, INC,.
1300 Metropolitan Avenue
Brooklyn, New York 11237

$.8.T. CORPORATION
20 Vesey Street
New York, N.Y., 10007

SUPPOSITORIA LABS., INC.
135 Florida Street
Farmingdale, New. York 11736

TRUESDALE CHEMICAL SALES CO., INC.
140 East 40th Street
New York, N.Y. 10016

GEORGE UHE COMPANY, INC.
76 Ninth Avenue '
New York, New York 10011

STERWIN CHEMICALS, INC.
90 Park Avenue
New York, New York 10016

AMERICAN ROLAND CORP,
16 Hudson Street
New York, N.Y. 10013

SIERRA INTERNATIONAL
1144 Clifton Avenue
Clifton, New Jersey 07013
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Pursuant to your request we will inquire from our member
firms the following:

The perecentage of their total business and the dollar volume
of the drugs which they manufacture for PMA firms.

As soon as this information is available to our executive
headquarters we will submit same to your committee.

There are however, manufacturers who produce produgts for
PMA members who are not affiliated with any association. /ﬁst
recently we learned of a small company in the parenteral field who
manufactures for PMA firms and is reported as having a dollar volume
of over $9,000,000.00 per year.

‘We thank you for the opportunity to express our views and
assure you of our fullest cooperation in implementing a National
Drug Formulary which would include the 'Fixed Formula Concept.'

Respectfully sq‘bmitted,
National Association of Pharmaceutical
Manufacturers

Joseph Barrows, Ph.G.,
Chairman, Board of Directors







COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

(Present Status of Competition in the Pharmaceutical
Industry)

TUESDAY, MARCH 5, 1974

U.S. SENATE,
SuBcoMMITTEE ON MONOPOLY OF THE
SerEct CoMMITTEE ON SMALL BUSINESS,
Washington, D.C.

The subcommittee met, pursuant to notice, at 10:10 a.m., in room
6202, Dirksen Senate Office Building, Senator Gaylord Nelson
(chairman of the subcommittee) presiding.

Present: Senators Nelson and Beall.

Also present: Chester H. Smith, Staff Director and General Coun-
sel; Benjamin Gordon, Staff Economist ; and John O. Adams, Minor-
ity Counsel.

Senator Nrrson. Our first witness this morning is Major General
Hayes, Principal Deputy Assistant Secretary of Defense of the
Department of Defense.

General Hayes, the committee is very pleased to have you here
this morning. :

As you know, we had conducted some hearings 2 weeks ago in-
volving an issue of standards applied to drugs by the DOD, and
involving some criticisms of the FDA. We heard from the National
Formulary, the U.S. Pharmacopeia and the FDA. Based on those
hearings and based on the materials furnished the committee by
the Department of Defense, I have prepared a statement which
represents, of course, my viewpoint. .

I would like to read this statement into the record and then I
would appreciate it if you would comment on it during the course
of your presentation.

On December 19, 1973, the Pharmaceutical Manufacturers Asso-
ciation issued a press release opposing HEW Secreary Weinberger’s
proposal that the Government limit its reimbursement for Medicare
and Medicaid drugs to the lowest priced generic drug. In support
of its opposition the president of the PMA, Joseph Stetler, made
the following statement: '

“Max Feinberg, an official of the Medical Materiel Defense Per-
sonnel Support Center in Philadelphia, reported this month that
the rejection rate on DOD plant inspections is 45 percent and the
rejection rate on precontract award sample inspections is 42 per-
cent.” (Source, Pharmacy Times, December 1973, p. 40.)

(10423)
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“Feinberg also recently stated that 6 of 11 potential suppliers of
generic meprobamate were disqualified in 19¢ 3. Four others were
disqualified earlier on quality grounds according to Feinberg,”
Stetler stated. .

“Yet,” Stetler emphasized, “these same drugs and others rejected
by DOD are now on the market with the authority of FDA. 1f the
Government intends to reimburse under medicare or medicaid for
the cheapest drugs available, it may be buying these products for
less advantaged citizens—the same products that it rejected for
our Armed Forces.”

Earlier that same day Mr. Stetler emphasized that:

“Substantially all of these rejected producers and their products
are presently allowed on the market by the FDA.” (Hearings be-
fore Senate Health Subcommittee, Dec. 19, 1973, Transcript, p. 169.)

PMA Counsel, Lloyd Cutler, in offering Mr. Feinberg’s article
in evidence, referred to him as: “* * * the man who is the expert
for the rigorous testing that the Department of Defense carries on
before it will buy drugs competitively, when they can be supplied
by multiple sources. * * * He concludes that 40 percent of the
products he tests from manufacturers who want to be adjudged in
these bids should be rejected, and those are products which the
FDA, by and large, now allows on the market.” (Hearings before
Senate Health Subcommittee, March 5, 1974, Transcript, pp. 176-7.
Emphasis added.)

Mr. Feinberg for several years has made public statements which,
if true, should %righten the American people. As I have already shown,
the Pharmaceutical Manufacturers Association has widely quoted
Mr. Feinberg’s statements and relied heavily on them in opposing
Secretary Weinberger’s proposals for drug reimbursement costs.

‘Mr. Feinberg has testified before state legislative bodies in opposi-
tion to the repeal of the antisubstitution Iaws. He appeared before
the House of Delegates in Annapolis, Md., on February 17, 1972, in
Kentucky on January 18, 1973, in Texas on March 23, 1973, and in
New Hampshire on January 15, 1973.*

Mr. Feinberg’s major claims in his speeches and articles can be
summarized as follows—these are quotes:

1. “The rejection rate of DOD plant inspections is 45 percent and
the rejection rate on precontract award inspections is 42 percent.”

1 See the following table:
STATE GOVERNMENT INSTITUTIONS

Travel

State Date Invitation from Request to status ~ Reimbursed by
Maryland........ Feb. 17,1972 House of D,ele,%ates, General Hails, Com- TDY  U.S. Government.
Annapolis, Md. mander, DPSC
Kentucky...._... Jan, 18,1973 Chairman, Kentucky General Dreiseszun, _..do.._ State of Kentucky.

Formulary Council. Commander, DPSC.

TeXaSeomomeomcenn Mar. 23,1973 Mr. Ace Pickens, General Colonel Wold, beputy ...do__. Texas Medical
Counsel, Texas Medi- Director, Medicel Association.
cal Association. lNlaterial (telephonical-

y).

New Hampshire... Jan, 15,1973 Director of Public General Dreiseszun, ...do... New Hampshire

Health. Commander, DPSC. Pharmaceutical

Association.
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2. “Based on my experience of drug plants, it is my firm convic-
tion that the primary problem lies in the fact that many producers
in the business today are in gross violation of FDA’s good manu-
facturing practices regulations. Those same firms are manufacturing
drugs on a daily basis.” o .

3. “We have seen totally unacceptable housekeeping conditions
involving dirt, filth, and rodents. We have reviewed production
records that showed noncompliance with the companies’ own stand-
ards. We have found instances where ingredients and finished prod-
ucts are not adequately tested.” . :

4, With respect to problems of digoxin tablets—“This was no
surprise to the drug specialists in DPSC because we know of many
other examples demonstrating that compliance with laboratory
standards is not necessarily indicative of clinical effectiveness.”

On January 17 of this year, the subcommittee requested the De-
partment of Defense to supply us with the names of the firms and
the dates on which they allegedly committed “gross violations” of
FDA’s good manufacturing practices regulations; if and when these
were reported to the FDA and other government purchasing agen-
cies; and if so, when and in what detail, and the exact description
of the violation. In addition, the subcommittee asked for an explana-
tion of how the 45 percent plant and 42 percent product rejection
rates were derived, as well as other information to support the
claims that Mr, Feinberg had been making for several years.

Starting on January 80 and on several subsequent dates, the De-
partment of Defense supplied us with a considerable amount of
material which I shall place into the record of these hearings,
together with an analysis by the United States Pharmacopeia and
the American Pharmaceutical Association. The Food and Druy,
Administration also studied the material supplied to us by the DO
and sent members of its Office of Compliance to the DPSC Center
in Philadelphia to ascertain precisely what kind of data could have
been the basis of Mr. Feinberg’s many speeches and articles.

What did the data show?

1. That the DPSC, in fact, surveys only about 10 percent of their
prospective contractors and that this 10 percent is the result of a
conscious selection process. In other words, DPSC has already con-
cluded that the remaining 90 percent constitute prospective con-
tractors who are fully capable—in the judgment of DPSC—of per-
forming satisfactorily under the terms of the proposed contracts.
So the rejection rate is only 4.5 percent of all prospective con-
tractors, not 45 percent. Mr. Feinberg did say that the rejection
rate on DOD plant inspections is 45 percent, but he did not men-
tion that the inspections were performed on only 10 percent of the
prospective contractors and that fully 95.5 percent of the con-
tractors submitting a bid weére judged by DPSC to be capable of
performing under the terms of the proposed contracts. v

But what about the 4.5 percent rejection rate? How serious were
:he aglleged violations? What was the quality of the plant inspec-
ions
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The Commissioner of the Food and Drug Administration could
find no relationship of the rejections to the quality of the drugs.
He stated that: “Many of the statements are unsupported totally
by any evidence, either in the paper or by any evidence that he
[Mr. Feinberg] has provided to us.” . )

Dr. Crout, the Director of FDA’s Bureau of Drugs, said that:
« * * it is clear that most of the violations of GMP’s, Good Manu-
facturing Practices, as we see them are relatively trivial and un-
related to the quality of the drug.” .

The DOD supplied 12 examples of what Mr. Felnb.er% character-
ized as “gross violations.” Of the 12 entries, one firm is listed twice,
thereby reducing the number of plants to a total of 11. It should
be noted that 5 of the 11 examples are plants operated by members
of the Pharmaceutical Manufacturers Association. ‘

2. The Department of Defense revealed that only 5 percent of
the drug products obtained based upon contracts awarded are, in
fact, subjected to laboratory testinﬁ. The remaining 95 percent are
judged satisfactory based upon other DOD information. In other
words, the rejection rate is less than 2.5 percent of the drugs to be
bought, not 42 percent.

Wg%t are these rejected drugs, and on what basis are they re-
jecte

According to the FDA Commissioner; “* * * the number of
analyses of drugs done there are very small, and the principal anal-
yses are done, not on production run of drugs, but on special runs
of drugs done by a new company wishing to make the drug, in many
instances, a company that has never made it before. And his 42
percent rejection rate is of a relative handful of drugs on a non-
production run by companies, some of which have never made it
lggggria and have never sold drugs to the DOD before.” [See page
~ Now, Mr. Feinberg has never added these important details to

his public statements. Instead, he has given the impression that the
DOD has refused to accept a very large percentage of drugs which
are being used by the American public. Even the President of the
Pharmaceutical Manufacturers Association and his counsel, Mr.
Cutler, were taken in by Mr. Feinberg.

3. With respect to problems of bioavailability, Mr. Feinberg has
tried to give the impression that this is a,_serious problem with
many drugs on the market. The DPSC stated that its employees
knew about the digoxin problem in 1965.-Dr. Crout, the Director of
the FDA’s Bureau of Drugs, said that the methodology which
enabled the discovery of the problem was pot available until 1969.
Furthermore, digoxin is a very important drug and critical to
many patients, and if, as DPSC claimed, they “knew” that this
drug had problems, why didn’t they inform the FDA about it?

As for the other drugs Mr. Feinberg says have bioavailability
problems, Dr. Schmidt testified that Mr. Feinberg has provided the
FDA with “no specific, special evidence of bioavailability problems
that he has that we do not have. The drugs that he mentions as
having bioavailability problems generally everybody knows and
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has known about the problems, and indeed, we have moved to
correct the majority of these problems.” [See page 9967.] :

The DPSC submitted only six drug items which it claims present
problems of bioavailability or therapeutic effectiveness. Most of the
complaints are rather old, going back to 1961. All these have been
known. In fact, there is no indication as to the nature of the specific
problems or complaints associated with the six drugs listed. Dr.
Edward Feldmann of the American Pharmaceutical Association
stated: “This paucity of complaints suggests that few drug prob-
lems either have occurred in recent years, or remain today.” This
conclusion is quite different from the impression that Mr. Feinberg
has been giving in his speeches and articles. ,

4. A very interesting case is provided by the widely used tran-
* quilizer meprobamate. In a speech at the Shoreham Hotel on Novem-
ber 8, 1973, sponsored by the National Pharmaceutical Council, an
organization consisting of the 20 largest brand-name manufacturers,
Mr. Feinberg referred to a recent comparison made of the wide
discrepancy in price between the generic and brand name mepro-
bamate tablets, and presented on the screen a list of generic sup-
pliers of this drug taken from the Blue Book, and stated that out
of 11 firms inspected by DPSC, 10 were disqualified as a result of
plant visits. v :

DPSC data supplied to us, on the other hand, show that 3, not
10, firms were rejected for meprobamate. The “major deficiency”
of one firm was:

“I\{,ew plant where bid item is to be produced is not yet in opera-
tion. . ; o :

The deficiencies found in the other two firms were discovered by
the FDA not serious, correctible, and would not affect the quality
of the drug. -

It appears, therefore, from the testimony and analyses by the
Food and Drug Administration, by the U.S. Pharmacopeia; and
the American Pharmaceutical Association, that there is very little
substance in Mr. Feinberg’s claims, charges, and innuendos. .

But considerable damage has been done. His speeches and articles,
which have been misleading or deceptive, have done a great dis-
service by confusing physicians and pharmacists, state legislative
bodies, and the American people by creating doubts about the
quality of the drug supply in the marketplace and the capability
of the FDA to protect the public. His efforts, supported by his
association with the Department of Defense, have also served to
impugn the integrity of our small business community, implying
that only the large drug companies can be trusted and the small
companies are constantly cutting corners to enrich themselves at
the expense of the public welfare.

The Commissioner of the Food and Drug Administration testi-
fied that, even when Mr. Feinberg was informed by FDA repre-
sentatives that there were inaccuracies in his speech, he still did not
change it. [ See page 9965. ] - : A

Dr. William Apple, the Executive Director of APhA, has told

32-814 (Pt. 24) O - 74 - 33
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us that: “* * * the Department of Defense has been casting clouds
over the nation’s drug supply for the last several years with state-
ments made by some of their spokesmen.” [See page 10164.]

The subcommittee would appreciate hearing the comments of the:
representative of the Department of Defense on the testimony of the
Food and Drug Administration, the U.S. Pharmacopeia, and the
National Formulary respecting the charges that have been made
by Mr. Feinberg, and then later we would also like comment on
the special standards which are established for drugs purchased by
the DOD and which are claimed by Mr. Feinberg to be higher
standards than those required by the Food and Drug Administra-
tion.

I am sorry to take so much time reading such a long introductory
statement, but since the matter is of very great importance, be-
cause the Department of Defense is very prestigious and its name
is being used, I think it is necessary to lay the whole record out and
clarify it, if possible.

Please proceed.

STATEMENT OF MAJ. GEN. GEORGE J. HAYES, MEDICAL CORPS, U.S.
ARMY, PRINCIPAL DEPUTY ASSISTANT SECRETARY OF DEFENSE
(HEALTH AND ENVIRONMENT); AND LT. COL. THEODORE D.
WO00D, DIRECTOR OF MATERIEL, OFFICE OF THE SECRETARY
OF DEFENSE (HEALTH AND ENVIRONMENT)

General Hayes. Mr. Chairman, I would say your statement is like
a breath of fresh air coming into a crowded room. This has cleared
up confusion caused by some of the prior statements, and I would
like at a later time to give some perspective on that. But I agree
with everything you said in the statement.

I can now only say in response to Mr. Feinberg’s speeches, I
think it is only fair to recognize that Mr. Feinberg began his work
at the DPSC at a time when there were questions about the quality
of drugs in the open market. He did a great deal early on to help
set standards, and actually some of those standards have been in-
corporated by the USP and the FDA.

Mr. Feinberg is a perfectionist. He also—I guess it is sort of
like some of us old souls—he is fighting past wars and recountin,
the tales and sort of losing the historical perspective of then an
now.

In your statement there is one comment that I would like to make
to clarify and again get a perspective on the digoxin situation.

In March 1965, the U.S. Naval Hospital, Saint Albans, and in
October 1965, Brooke General Hospital both complained that their
physicians had noticed an unsatisfactory clinical response to a
specific manufacturer of digoxin. Testing of this digoxin manufac-
turer revealed unacceptable lack of tablet content uniformity. The
specific lots of digoxin were withdrawn from the system. In Sep-
tember of 1965, the USP, XVII, revised its recommended testing
procedures for assays of individual tablets of various drugs of
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which digoxin is one. Both the FDA and USP responded at that
time to DPSC’s inquiries about its concern over tablet uniformity.
With the laboratory assistance of FDA, DPSC recalled another
batch of digoxin in 1970. Lack of content uniformity was the
reason for this recall.

With the advent of the radio immune assay technique for meas-
uring serum digoxin in 1970-71 there came about the laboratory
capability to compare the bioavailability of various batches of
digoxin. Prior to this time the testing of digoxin tablet content uni-
formity had to be done by in vitro methods.

Now, that is one reason for the apparent confusion between the
statement regarding digoxin on page 5 of your statement. We are
really talking about two different things. The DPSC was alerted
by the clinicians that somethin%l was wrong with the digoxin. Actu-
ally, clinical impression was the thing that led to suspecting the
drug. It was not until later that a laboratory test of bioavailability
of this substance became available.

Mr. Goroon. General Hayes, the material submitted to us states
that FDA was not informed of the problem.

General Haves. Well, further investigation of that leads to some
suggestive but incomplete evidence that there was correspondence
between us and the FDA. It is not conclusive, but I think it is very
suggestive. Unfortunately, it was not followed up to any extent.

Senator NELsoN. Do you have a standard routine policy now of
notifying the FDA of any problems that you may come across in
terms of the quality of drugs that the gOD uses or any other
aspect of good manufacturing procedures? i '

General Hayes. At this time, yes.

Senator NELsox. When was that program instituted ?

General Haves. It was really implemented properly, I would say,
only in about the last year and a half. :

Senator Nerson. But it is now a part of the routine procedure?

General Haves. It is routine now.

. Senator NeLsoN. Go ahead.

Mr. Gorbon. You were saying something, General, before I inter-
rupted you.

General Hayes. No, that is all right. ‘

Mr. Goroox. General, Mr, Feinberg secured permission to make the
statements and write the articles we referred to, did he not?

General Havyes. That is correct.

Mr. Goroon. Now, the person who gave permission, the person
with whom he cleared these statements, did he know what was being
said and its significance ¢

_ General Haves. I can’t answer that, I just can’t answer that ques-
tion.

Let’s put it this way: Mr. Feinberg followed the proper proce-
dure. He obtained clearance.

Senator NeLson. Go ahead, General.

Where are you in your statement, General ?

General Haygs. I am not in my statement. I am still responding.

Senator NerLson. All right. Go ahead.
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General Haves. If you would like, I could present the statement now.
. Senator NEerson. Are you through commenting on my opening
statement ? :

General Haves. I am still in that position, but if you want me to,
I can read my summary.

Senator NeLson. Finish your comments on that.

General Havyzs. I think to carry along the line to clarify that
comment on the clearances, the question of having permission given
for members to do this kind of thing, appear before State legisla-
tures and so on, in looking into it we found that our policy is a bit
fuzzy, and we have now instituted a review of the whole business
with the intent of clarifying and defining the policies so there will
not be this kind of low level clearance for rather important speeches
and appearances before legislatures.

Senator Nrrson. Go ahead.

Senator Bearr. Mr. Chairman, I have a point.

I am not clear, General. Are you implying that in the future
there will be clearance for an appearance itself on approval given
in advance as to what the testimony will be?

General Hayes. Well, I think it is awfully difficult to clear testi-
mony, but I think there would be certainly a discussion before the
clearance to appear given as to the general scope and content.

Senator Brarr. But a statement is given freely without clearance?
Or with clearance? ,

General Hayss. Let’s put it this way: The statement T am going
to give to this committee is cleared, completely, as to content and
impact.

Senator Bearr. By whom ?

General Hayes. By various concerns and components of the De-
partment of Defense. In this instance, Installations and Logistics,
Public Affairs, I think the Comptroller, and I think those are the
major ones, and Legislative A ffairs,

Senator Bearr. It is a complicated process.

Gerlleral Havzs. Tt depends—sometimes you can get it done pretty
quickly. .

The point I am driving at is that the prepared statement will be
cleared in this manner. As I say, you cannot control testimony ex-
cept to review beforehand the general aim and tenor. We can’t muzzle.

Senator Brarr. I was not suggesting can or should. I was just
asking a question. v

General Hayes. Well, T just carried it one step further.

Senator Nerson. But as I understand it, you stated in your open-
ing statement you agreed with the summary presented in my open-
ing statement.

General Havyes. I do.

Senator Nmrson. I gather, at least from what I read, that Mr.
Feinberg’s statements and articles represented or purported to rep-
resent Department of Defense’s policy and position. They did not;
is that correct?

General Hayrs. That is correct. They were personal opinion, and
as I say, I will reiterate.
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The history of all this has a bearing on it and the essence of
what Mr. Feinberg was saying had a good bit of factual basis many
years back, but unfortunately time has overcome that and yet the
content and scope of the speeches haven’t kept up with events,
actually sort of limited to the past if I want to phrase it properly.

In saying that, I would also want to make it clear that I am not
detracting from the good work Mr. Teinberg has done in the past.

T think that pretty much summarizes my reaction to your state- -
ment. As I again say, I think it clears the atmosphere very neatly
and I think we ought to move on.

Senator Nurson. All right. Please proceed.

General Haves. Well, I have a summary of my formal statement
that has been submitted.

The Department of Defense is continuing its effort to reduce costs
and to improve the procurement and supply of drugs. One such
effort is that during this past year we appointed a full time Di-
rector of Materiel in our office. He-is Lt. Colonel Theodore D. Wood
and is sitting here with me at the table.

During this past year the Defense Personnel Support Center
procured drugs valued at $91.4 million. To reduce costs and to
broaden the base of competition the Center has expanded its use of
requirements type contracts; it has placed increased emphasis on
converting purchase descriptions to formal specifications, and it
continues reviewing all specifications to eliminate nonessential or
other restrictive features. ‘

Directly related to this, the Defense Medical Materiel Board
initiated a comprehensive review of all essential characteristics to
eliminate those elements which might be unduly restrictive such
as packaging, color, and tablet size. To date 400 drug items have
been reviewed. .

Other planned or ongoing actions are to strengthen the role of
the Board, to implement and expand upon the GAO and OMB
report recommendations and to evaluate alternate ways of pro-
curing and distributing medical materiel. :

Regarding the consolidation of quality assurance activities within
the Food and Drug Administration, the Department of Defense is
willing and ready to work with the FDA to develop a system
which will meet the specific requirements of the Department. As-
suming these requirements are met and the associated costs are
reasonable, we are committed to the transfer of this function.

The military departments continue to promote the use of generic
drug products through the Pharmacy and Therapeutic Boards and
published formularies.

With respect to our policy on effective and noneffective drugs,
we are following the directives of the Food and Drug Administra-
tion. All ineffective drugs proscribed by the FDA have been re-
moved from our system.

This completes my remarks, Mr. Chairman, and I am open for
questions.

Senator NELsoN. Just one more issue that was raised by Mr. Fein-
berg. He has stated that the DOD has adopted specifications for
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many drugs that exceed the standards of the United States Pharma-
copeia, of the National Formulary, and of the Food and Drug
Administration. In testimony from all three of these groups—the
Food and Drug Administration, United States Pharmacopeia, and
the American Pharmaceutical Association—each one stated that the
extra requirements of the DOD in almost all cases have no medical
significance, are redundant, are without merit, and whatever the
intent, tend to eliminate competition. I assume you have read the
testimony, of the USP, the National Formulary, and Food and Drug
Administration on this point.

General Haves. I have not seen it, but I am familiar with the
content.

Senator NeLson. What would your comment be about these extra
requirements of the DOD.

General Hayms. This really relates to the statement in the short
summary which I will reread.

We have instituted a comprehensive review of all essential char-
acteristics to eliminate those elements which might be unduly re-
strictive, such as package, color and tablet size. We have recognized
this and we have taken action. We have already done 400 of these
drug items and reviewed them and eliminated these types of things
that you are talking about. We started that in August of 1973.

Senator Nerson. Well, do you agree with the general conclusion
of FDA, USP and the National Formulary that in almost all cases
these special requirements, as one of them put it, have no medical
significance or are redundant or without merit and whatever the
intent, tends to eliminate competition ?

General Haves. I can’t answer in respect to all instances because
that is what we are reviewing. But the intent and thrust of that
statement we agree with entirely.

Mr. Gorpon. General, would it be fair to say, then, or can we
conclude, then, that the DOD is getting drugs which are no safer,
no more effective, than the rest of the country?

General Haves. I would say that is a fair conclusion.

Can I enlarge on that statement before this last one just one
moment ¢

Senator Nerson. Sure.

General Haves. When we are talking about medical quality we
have a little problem in storage and shipping, as you know. That
specification for a certain item we are always going to have to hold
with will be different from the civilian procurement. But that is a
logistics problem, to protect the integrity of the drug which is
shipped. It is just a difference——

Senator Nirson. Are you talking about a packaging specification
for a drug which you may be sending into a tropical area or may
have to store under circumstances that are not as favorable as they
would be here or that have to be shipped and hauled and moved
under conditions that are quite different from what they would be
within the continental United States? The packaging of drugs that
are going to be used under those conditions must be special. Is
that what you are saying?
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General Hayrs. That is right, preserve the quality of the diug
at its optimum state under those circumstances. So we will have
those differences for procurement purposes.

Senator Nersox. I understand. I don’t think anybody would
quarrel with that.

That same standard would not apply to drugs you were going to
use in Department of Defense installations within the Continental
United States and within the European theater?

General Haves. Within the European theater contingencies arise.

Senator NevLson. For emergency——

General Hayes. Right.

Senator Bearr. General, just to put this in proper perspective
for me, you indicated during the course of your remarks that Mr.
Feinberg’s statement had some merit sometime ago but apparently
does not have merit today or is not applicable today. It leads me
to believe that there was a time, perhaps, when things were not as
good as they are now. I am wondering if you could tell me what was
the overall quality of drugs prior to the time you adopted your
present drug procurement policy, and what your experience is after
the adoption of that policy today?

General Hayes. I sort of lost you in there.

Senator Brarr. All right. What experiences did physicians have
with drugs prior to the time you adopted the present program
at DOD and what is the experience that physicians now have with
drugs procured under this program?

General Haves. Well, sometime back we did have problems with
drugs of a pill not dissolving in the gastrointestinal tract and,
therefore, not delivering the medication. Early breakdown of drugs
under intramuscular or intravenously because of improper buffering
of solutions, these things have all been pretty much eliminated now
and we just do not have the problem. This has been the interplay
between our standards between the USP and the FDA.

Senator Bearr. Do I conclude, then, that they have been elimi-
nated partially as a result of your program at DOD or—

General Hayes. I think this is a fair statement to malke, yes.

Senator Bearr. But the condition does not exist any more? The
danger is not there any more?

General Hayrs. Well, I think there will always be a danger that
something can happen. There will always have to be monitoring.

Senator Brarr. How did the Surgeons General relate to this? Did
they recommend that you do what you are doing or did they recom-
mend differently? .

General Hayes. What Surgeon General?

Senator Bearr. The Surgeons General of the United States. For-
merly the Surgeon General a few years ago when we were going
through all this business. ;

- General Hayzs. I do not know how he related to it.

Senator Brarr. A suggestion did not come from the Surgeons
General as presently constituted or formerly constituted to the
Department of Defense to embark on this kind of activity?

Geéneral Hayes. To my knowledge, no.
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- Mr. Gorpox. This is on a different subject. We have compared the
prices you pay for drugs through central procurement, through the
Federal Supply Schedule (FSS), and through local purchases. It
is obvious that since the quantity both through FSS and local
purchases are much smaller it is expected that the price will be
higher. A reasonable difference would be 10, 15, or even 20 percent.
In too many cases, however, the differences are much too great. Let
me give you some examples. Ampicillin, .25 gram, 1000’s, through
central purchase the price is $41.75 from Bristol. From the saine
firm through FSS it is $56, about 35 percent higher. Chlorphenira-
mine, 4 milligram—1,000’s: through central purchase the price ‘is
81 cents, through local purchase the prices ranged from $21.66 to
$19 to $6.64, about 2,674 percent to 820 percent as much. In addi-
tion, if this drug can be bought locally at $6.64; why should DOD
pay as much as $21.66 even considering the local differences?

For diphenhydramine 25 mg. 1,000’s the local purchase price
ranged from $5.24 to $18.89. In addition, in many cases the FSS
prices were higher than the local purchase price. ,

For dexamethasone 0.75 mg. the prices for bottles of 500 tablets
are $32.76 and $33.40 either through local purchase or FSS. The
cost of a bottle of 1,000 tablets is $72.56, either through local pur-
chases or F'SS. Why can’t the DOD buy two bottles of 500 for
$65.52 or $66.80 instead of paying $72.56 for one bottle of a
thousand ¢

Aren’t these price differences too big even though the FSS
quantity might be quite small? A difference in cost can be ex-
pected but the differences between prices paid through central
purchasing and local purchases and FSS appear to be extraordinar-
ily great.

General Havzs. Yes, I agree with you it is too big, but there are
some practical problems in this and this was one of the first jobs
that I put Colonel Woods on of how do we get a handle on the
local purchase problem and how can we diminish it both in volume
and in cost. There are certain drugs the Defense Materiel Board
does not put in the system until there is an assurance we will not
be stuck with a large inventory of a drug that is not going to be
used any more for several reasons. It may lose popularity or moved
from the “possibly effective” to the “ineffective” class by FDA, and
we will follow that, as I have said in the statement.

So that we have to tolerate some local purchase, otherwise we
would lose more money if we stopped a large inventory centrally
and then never used it.

Now, as to the question of the price at the local level, we really
cannot do much about that if the supplier is charging in the given
area the price differential that you measure, the hospital has no
lever on that supplier. .

Senator Nerson. I do not know how common this is, but what
about the example of the diphenhydramine, 50 milligram, in bottles
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of a thousand. The local purchase price was $25.98, but through the
FSS, instead of a lower price, the DOD paid $43.82. It would
astonish me that through your central purchasing or FSS you
would pay approaching twice as much as at the local level.

General Hayes. I do not understand that, either.

Senator Nerson. I can understand how a mistake might be made
and that might just be one, but in looking at the prices, if that hap-
pens very often, there is something wrong: -

But the part that bothers me the most is at the local level where
you would expect, that the price should be the highest, since that
is something all the way down to the retailer. How could they make
the mistake of paying $43 when they looked in the price listings
in the Red Book you will find out the pharmacists are getting it
cheaper than the Department of Defense? According to the Red
Book 1973, this same drug is available to the druggist in the same
strength and quantity for as low as $4.75.

General Haves. Well, I do not understand that one, as I said, but
if you go down the list Mr. Gordon referred to, that is a very rare
instance. ,

Mr. Goroon. If there is a VA installation in the area of a DOD
installation, and the DOD installation runs out of a particular drug,
have they been going to the VA installation to buy drugs at a lower

rice?
P General Hayes. I would think in the past that has not been the
general thrust. This is one of the things—or to an adjacent military
installation—this has not been done. This is one part of a bigger
thing where we are trying to get our DOD medical units to work
together across service lines. So this is a subject for the future, and
I would think this is going to happen.

Mr. Gorpon. But you are taking steps to buy, say, from VA in-
stallations if they are around DOD installations?

General Haves. We have not taken that step yet, but we are con-
sidering it.

Mr. Goroon. General Hayes, there are a couple of things that
trouble me. First of all, when did Mr. Feinberg join the Defense
Department, do you know ¢

General Hayes. I cannot give the exact time. That has been a
long time.

Mr. Goroon. Would it be maybe 30 years ago?

General Haves. It was in the forties sometime, as I understand it.

Mr. GorooN. Now, in what era did the problems that Mr. Fein-
berg deals with occur, when did they take place?

General Hayes. I would say from the forties to about the early
seventies. When I say early seventies, I mean real early seventies.

Senator NeLson. Thank you very much, General. We appreciate your
taking time to come. .

General Haves. Thank you, sir.

[General Hayes’ statement follows :]
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Mr. Chairman:

It 18 a pleasure to appear again before this subcommittee to
discuss with you selected aspécts of drug procurement and
supply within the Department of Defense. With me this
morning is Lieutenant Colonel Theodore D, Wood, MSC USA,
Director of Materiel, Office of the Assistant Secretary of
Defense (Health #nd Environment)., In addition, and as you
requested, Mr. Max Feinberg, Defense Personnel Support Center
is also present in the room and will be available for your

questions subsequent to my testimony.

Before addressing your specific questions and particularly in
view of the recent interest in the Departments drug
procurement effort, I believe it would be helpful to provide
an over&iew/of the medical nateriel system within the ‘

Department.

At the Department level the Assistant Secretary of Defense
(Installations and Logistics) has the responsibility for
developing overall logistics, to include procurement and
supply, policy. Within tﬂe framework of these policies the
Office of the Aasietani Secfetary of Defense (Health and’
Environment) is respomnsible foi establishing policies which
are unique or peculiar to the management of the medical
commodity. Operation of the medical materiel system is
‘accompli;hed by the Defenne Supply Agency, Defense Medical

Materiel Board, and the military departments.
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The Defense Supply Agency has the responsibility for total
operation of the wholesale portion of the system, In
fullfilling these responsibilities the agency performs the
major logistic functions of cataloging, central procurement,
inventory management, and distribution management. The

major organizational elements within the Defense Supfly Agency
involved with the medicallcommodity are the Defense Personnel
Support Center, Defense Contract Administration Service, and

the Defense Supply Agency Depots.

The Defense Personnel Support Center located in Philadelphia
is responsible for the functions pf cataloging, central
procurement, and inventory ﬁanagement. The Defense Supply
Agency depots perform the medical storage and distribution
management functions while the>Defense Contract Administration
Service administers all centrally awarded contracts to
include performing such functions as plant surveys, tevieh

and evaluation of contractors procedures, product verification
inspection and testing, and final product acceptance or

rejection.

The Defense Medical Materiel Board is a joint activity of
the Department of Defense responsible for ptovidingi
coordiﬂation, advice and assistance on all professional and
technical aspects of medical materiel., Specific functioﬁs

performed by the Board include type biassification of new
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items for entry into the central supply system; evaluate
items for retention or deletion from the system; develop
essential characteristics for medical items and review
resulting specifications for compliance with these
characteristics; develop lists of auitﬁﬁlo substitute

items fﬁr medic#l materiel; monitor all Aateriel complaints;
and maintain liaison with the Defense Supply Agency and all
other governmental agencies on professional and technical

matters involving medical materiel.

Each military department operates its respecfive retaill or
hospital level system. To facilitate and interface with

the central or wholesale system each department has a field
office which performs such functions as providing customer
information and assistance; developing service feculiar
requirements; and managing service unique materiel ﬁrograms..
All major hospitals maintain and operate a medical materiel
account consistent with the local requirements., These

supply accounts are operated in accordance with the

appropriate military department directives.

Mr. Chairman I would like to now direct my comments to the
questions contained in your February 11, 1974 letter to the

Secretary of Defense.

1. The efforts of the Department of Defense to reduce the
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cost and to improve the procurement and supply of drugs 4in

the Federal Government.

As you are aware Mr. Chairman, the major activity within the
Department procuring drugs is the Defense Persomnel Support
Center (DPSC). Last fiscal year the dollar value of drug

purchases by the center amounted to $91,4M.

DPSC is continuing its effort to reduce the cost of drugs.
One such area is'in the procurement of single source drug
items wh}ch are negotiated on a noncompetitive basis.
Pursuant to Public Law 87-653, certified cost or pricing
data must be obtained for negotiated contracts amounting to
$100,000 or more, unless the price negotiated is based on
adequate price competition, established catalog or market
prices of commercial items sold in substantial quantities
to the general p;blic, or the price is set by law or
regulatton. Contractors supplying these drug items to DPSC
claim exemptions from the requirement of Public Law 87-653
to submit certified cost or pricing data on the bases that
these 1tqma are commercial items with established catalog
prices and are sold in substantial quantities to the general

pub;ic.

The pricés which DPSC receives on its single source drug

procurements are as low er lower than those received by any
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other class of customer. Typically, the DPSC procurements
account for a small share of the total market for the
specific item, The DPSC individual purchases, hoﬁevet,}are
generally much larger than the average quantity sold to

commercial customers.

The pricing technique employed to ascertain whether the
prices offered DPSC are fair and reasonable involves a
comparison of the offered prices with the catalog prices
and the prices paid by commercial and other customers.
Where the quantities procured by DPSC under its purchases
are comparable to the average quantities sold to commercial
customers, the pricing job is mnot too difficult. However,
as in the typical situation, DPSC purchases generally involve
quantities which are larger than the average quantity sold
to commercial customers. The problem of deciding whether
the prices offered DPSC are fair and reasonable under this

circumstance is much more difficult.

In order to resolve this pricing problem, DPSC has been
meeting with the drug manufacturers to obtain additional
information as to their pricing philosophies and concepts.
Although the drug manufacturers are adamant in their refusal
to divulge costs of manufacturing their products, they have

indicated that the larger DPSC purchases are considered when
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formulating their offers to DPSC. Procurement personnel

at DPSC are continuing their efforte to obtain additional
pricing information from the drug manufacturers. Hopefully,
the additional pricing information will provide better
support that the prices paid under DPSC contracts for these

items are fair and reasonable.

The Center is expanding its use of requirements-type and
indefinite quantity céntracts. The requirements-type
contract fixes the price for a one year period, while the
indefinite contract reduces inventory investment and assures
the customer fresh stock. To broaden the base of competition
the Center continues to place emphasis on preparing
competitive (generic) specifications and on converting
purchase descriptions to formal specifications. Directly
related is a continuing review of all specifications designed
to increase competition by removing non-essential or other

restrictive features from the specifications.

The Defense Medical Materiel Board commenced in August 1973
reviewing all essential characteristics in the drug and
biological group to eliminate those essential characteristics
which might be unduly restrictive in nature. To date,
approximately 400 items have been reviewed. This review is

coordinated with projected procurements by the'Defense
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Personnel Support Center so that purchase documents may

be revised accordingly. In the area of packaging, where
feasibla; the commercially available packaging approved by
the Food and Drug Administration is being utilized.
References to color and tablet shapebhave been, with few
exceptigna, eliﬁiﬁated. An example of a revised essential

charactefistic is as follows:

"The Essential Characteristics for this item (NSN6505-00-
762-2662) are revised as follows:
(1) Shall be Quinine Sulfate Tablets, USP, 0.324 Gm.
(2) Shall be supplied 1000 sugar coated tablets in a
commercially available immediate container considered
acceptable to the Food and Drug Administration (FDA)
for the product contained therein and shall be of
such compatibility that neither the contents nor the
. container are altered in any way by each other.
(3) Labeling shall meet the requirements of the
Federal Food, Drug, and Cosmetic Act. The labels
of the immediate container and the unit package (if
supplied) shall be those usually furnished by the
supplier as commercial practice. Addition to these
labels shall be limited to the application of the FSN
‘(NSN) to the unit package (if supplied) Qnd the date
of ﬁanufaéture or expiration date to the immediate

container (strip labeling is acceptable). When the

32-814 (Pt, 24) O - 74 - 34
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unit package is the shipping container, additional

labeling may be applied.”

A 6505 (drugs, biologicals and official reagents) review
committee was established to review all stocklisted drug
items by therapeutic category and make recommendations
concerning their retention in or deletion from the Federal
Supply System. The committee consists of the Staff Director,
Defense Medical Materiel Board (DMMB), and the Pharmacy
Consultants of the three services. Criteria used by the
committee include cost, demand data, duplicqiion,
effectiveness clagssification, shelf life, and special
military requirements (i.e., kits and assemblies). To date,
1,003 items have been reviewed; 844 items remain standard;
141 were reclassified to limited standard, and 18 were
deleted. Five items previously limited standard have been
reinstated to standard. Final action has not been completed
on the ;emaining 278 items. They have been reviewed by the
committee and their recommendations are being evaluated.

To assure a continuing review, the Staff Director, DMMB,

and the individual item monitors will continue this program

for each new item presented for classification.

Continuous effort at all echelons within the Department is
being made to reduce the cost and improve the procurement

and supply of drugs. Action is currently underway to revise
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and strengthen the role of the Defense Medical Materiel
Board. A study plan is being developed to consider and
expand upon the GAO and OMB report recommendations.
Additionally, several tests of alternate ways of ptocuring
and distributing medical supplies are being conducted by

the military departments.

2, Your progress in implementing the recommendations
jncluded in the Comptroller General's report dated

December 6, 1973.

In our response to the Comptroller General last month we
indicated agreement vith the objectives and principles set
forth in the report. We agree and are committed to
improving the coordination and cooperation among federal
agencies engaged in the procurement and supply of medical
materiel. Action on the specific elements contained in the
recommendation has been limited to informal coordination
with the concerned agencies pending evaluation and
1m£1ementation of the OMB study'teport on the management of
medical materiel and nonperishable subsistence. Similarly,
final action on the recommendation that the Veterans
Administration and the Department participate in developing
joint specifications is awaiting the outcome of the OMB
report. The Department agrees with this recommendation and

no problem is anticipated in implementation.
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We also agree with the recommendations regarding a revised
policy on adopting items for central procurement and the
need for a standard reporting system for drugs procured
locally utilizing the National Drug Code. (NDC) for
identification purposes. Action has been initiated on these
recommeﬁdationaband implementing instrucﬁions are expected

in the near future.

3. Your views concerning the consolidation within the Food
and Drug Administration of quality assurance activities

relating to federal procurement of drugs.

The Department of Defense believes the Food and Drug
Administration can perform the quality assurance activities
relating to the Department's procurement of drugs, and we
are committed to the accomplishment of this transfer of
function. The Department of Defense is willing and ready to
work with the Food and Drug Administration in developing a
system within the Food and Drug Administration which will

meet the requirements of the Department of Defense.

Representatives of the Food and Drug Admiﬁistration recently
visited the Defense Personnel Support Center in Philadelphia,
and representatives of the Department of Defense ha#e twice
visited headquarters of the Food and Drug Administration.
Following these meetings the Food and Drug Administration

believes it can perform the quality assurance activities
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necessary for our drug procurement system in a responsive
and satisfactory manner. Further meetings will commence
within a month to discuss details of the proposed transfer
of function., There is an obvious requireme?t that quality
assurance activities in the drug procurement field must
conform with the Armed Services Procurement Regulations
and operate in a timely manner with military procurement
acceptance procedutep. The Defense Supply Agency and the
Defense Medical Materiel Board will be tasked to work
closely with the Food and Drug Administration in cpnsiderins
and iﬁsuring Fhese important and necessary details are

included in any final agreement.

The De%artment of Defense currently operates a system whereby
quality assurance is integrated with other procurement
activities. This system has provided over the &ears a
aatisfaetory result in obtaining useable‘prqducts while

keeping the cost to the taxpayer to a minimum.

We are committed to further improvement of our drug procure-

ment system.

4. The efforts of your Department to (a) promote the use of
formularies and encourage the use of generic drug products,
and (b) assure that only effective drugs are p;ocured and

used 1in Deparﬁment of Defense programs.
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Each military medical facility develope a separate formulary.
The Pharmacy and Therapeutics Board of each facility is
responsible for the formulary and the agents listed therein.
Such a formulary is specifically teilored to meet the unique
requirements of the facility. Formularies throughout the
nedical'doﬁortmentp are arranged generically and may be cross
indexed with brand-names. It must be remembered that for the
most part, military physicians and dentists come from the
civilian population for a brief period of service, It is
difficult in this short period of time to completely re-orient
the thinking of these physicians and dentists toward generic
names; however, continued effort is made in this regard.
Prescriptions written in military facilities are filled
generically 1if they specify a brand-name product. Exception
to this is rare. Prescriptions written by civilian>
practitioners are filled with the brand-name prbductiif it is
on hand-or wiiﬁ the generic product if the physician has
authorized substitution in writing. If the civilian
practitioner has not given authorization for substitution of

the generic product, he is contacted when feasible.

The Department of Defense policy with regard to drug
effectiveness was revised in June of 1973 due to extended
completidn schedules for Drug Efficacy Study Implementation

studies, and to account for situations where "ineffective"
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aud‘"poéaibly effective" ratings would be revised following
minor fo;nulution or labeling changes. Itemsiin category 1A
(classified "ineffective" and removed from the market)
continue to be excluded from procurement and use. Items in
category 1B (cldssified ﬁincff.ctive" but allowed to remain
on the ﬁatket pending final resolution) are reviewed by the
Defense Medical Materiel Board in cdhjunétion with the
Surgeons General to dct;tn;n. wvhether -centrally procured
stocks are to be withdrawn from issue and use. Procurement
of "poa#ibly effective" drugs is authorized where no
alternative means of therapy is available and/or final
determinations on their efficacy are expected to take
extended periods of time., Stockage levels of these items
are reduced both centrally and locally to reduce loss in
the event that the item is finally classified "ineffective"

and removed from the market.

Mr. Chairman, in closing I want to assure you that the
Department of Defense is deeply committed to reducing the
cost and improving the pro#utément and supply of drugs. The
plans and actions which I have described here today are all
designed to insure that our patient is getting a quality

- product at the lowest reasonable cost to the government.
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Senator Nerson. Our next witness is Dr. Lyndon E. Lee, Jr.,
Assistant Chief Medical Director for Professional “Services, De-
partment of Medicine and Surgery, Veterans Administration.

Dr..Lee, the committee is very pleased to have you here this
morning.

If you will identify your associates for the reporter and for the

hearing record, we will appreciate it.

STATEMENT OF DR. LYNDON E. LEE, JR., ASSISTANT CHIEF
MEDICAL DIRECTOR FOR PROFESSIONAL SERVICES, VETERANS
ADMINISTRATION, ACCOMPANIED BY ROLAND F. HARDING, DI-
RECTOR, PHARMACY SERVICE; CLYDE C. COOK, DEPUTY DIREC-
TOR, SUPPLY SERVICE; DR. EUGENE M. CAFFEY, JR. DEPUTY
DIRECTOR, MENTAL HEALTH AND BEHAVIORAL SCIENCES SERV-
ICE; DR. RICHARD PARKER, CHIEF, INFECTIOUS DISEASE CON-
TROL, VA HOSPITAL, WASHINGTON, D.C.; JAMES FRANCESE, JR.,
CHIEF, QUALITY ASSURANCE, MARKETING CENTER, HINES, ILL.;
AND JOHN T. MANNING, ASSISTANT GENERAL COUNSEL

Dr. Lee. It is a pleasure. » : ’

On my immediate right is Mr. Clyde Cook, Deputy Director of
our Supply Services. On my immediate left is Mr. Harding, Di-
rector of the Pharmacy Service, and John Manning, Assistant Gen-
eral Counsel sitting next to Mr. Harding. We have also Dr. Eugene
Caffey, who is Deputy Director of the Mental Health and Be-
havioral Sciences, Dr. Richard Parker, Chief of Infectious Disease.
We also have with us Mr. James Francese, Jr., Chief of our Qual-
ity Assurance, Marketing Division for Drugs and Chemicals in our
Marketing Center in Hines, I11. e :

Senator Nerson. You may go ahead. Your statement will be
gripted in full in the record. You may present it in any way you
desire.

Dr. Lee. Thank you, Mr. Chairman.

We welcome the opportunity to appear and to discuss with you
the management of our program for the rational selection and dis-
pensing of drugs, and the Veterans Administration procurement
practices in support of our drug requirements. In summary, the
total cost of the drugs used by this agency in fiscal year 1973 was
slightly more than $86 million. '

enator NELsoN. Does this involve the direct procurement by VA ?

Dr. Lee. Yes.

Senator NeLson. But does it include drugs for veterans for which
they are reimbursed ?

Dr. Le. No, sir.

Senator NeLson. What would that total, about ?

Dr. Ler. About 5 million more, sir.

Senator NeLson. 5 million more?
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Dr. Lee. Yes. P )
Mr. Goroon. Dr. Lee, your estimated 1970 expenditures for drugs

was $57.2 million. Your expenditure in 1973 was $86 million, an
increase of 50 percent in a 3-year period. What accounted for this

very large increase?

Dr. Lee. Mr. Cook. v

Mr. Cook. Mr. Gordon, in each of the last 3 years the number of
patients treated in our hospitals has increased by 10 percent. The
number of out-patients treated in the Veterans Administration has
increased by an average of 30 percent each of the last 3 years pri-
marily due to legislation that increased the number of veterans who
were eligible for drugs and medicine at VA expense.

Senator Nerson. Please proceed, Doctor.

Dr. Lee. This single $86 million item represents more than 3 per-
cent of all costs of operating the VA’s medical program, and is a
significant element of the cost of providing medical benefits to our
Nation’s veterans. : ,

We have, Mr. Chairman, submitted a statement for the record.
It may be that you would like me to scan this statement, including
some response to questions posed by your staff, or perhaps you would
prefer to enter questions at the moment. We can do either way.

Senator NeLson. If you have no objection, we may ask some ques-
tions as you go along. But you present it however you desire.

Dr. Lee. All right, sir. L

You had presented some items to us. There are four. We will dis-
cuss each of these in sequence. v

The first were the efforts of this Agency to reduce costs and to
improve procurement and supply of drugs in the Federal Govern-
ment; :

Second, actions taken to implement the recommendations in the
gomptro;ler General’s report on drug procurement, dated Decem-

er 6, 1973;

Third, our view concerning the consolidation within the FDA of
quality assurance activities relating to Federal procurement;

Fourth, the efforts of this Agency to promote the use of formu-
laries; encourage the use of generic drug products; and to assure
that only effective drugs are procured and used in VA programs.

In that item 1, rather than read the entire statement I can run
through the summary which has to do with reduction of cost and
procurement. S

We continue, Mr. Chairman, to carry out our efforts to procure
more drugs competitively, using nonproprietary descriptions and
generic designations.

Our drug procurement program is managed as an integrated
unit, employing purchasing and supply through three different
methods, which are complementary. These are (1) consolidation of
requirements for central procurement and distribution through our
wholesale depots; (2) contracts which are published in a Federal
Supply Schedule against which our hospitals can write delivery
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orders; and (3) local purchase action initiated by each hospital for
its own individual needs where time does not allow ordering from
other sources. I repeat, each of these is an interrelated effort.

We have established definite criteria for determining which items
will be supplied through the central purchase and distribution sys-
tem and through Federal Supply Schedules. The basic determination
relates to the lowest total cost of supplying these items by each
method. We procure for central distribution only those items on
which the total savings through volume purchase prices will more
than offset the overhead costs of maintaining a central system. We
do not measure the costs of central purc.hasn:;%1 and distribution on
the basis of the purchase price alone. Since the costs of maintain-
ing central systems are borne by the taxpayer, we feel that com-
parisons which relate to price only and not to total cost to the Gov-
ernment are incomplete and constitute unfair competition with pri-
vate enterprise, especially small business wholesalers and distributors.
Our current practice is to use this method of supply when the sav-
ings in purchase cost are approximately 12 percent greater than
those we can obtain through Kederal Supply Schedule contracts or
local procurement.

On November 30, 1973, we stocked 633 drug items in three depots.
These 633 items represent less than 2 percent of the various drugs and
different brands of similar drugs available from Government stocks
or from Government contractors.

In 1973 these 633 items accounted for $41 million, or 42 percent
of the total VA drug budget. Because of their budget impact, we
have concentrated on these.

Of these 633 drugs, 369—representing $34 million annual usage—
are available from only one source, either because of patent rights
or because there is only one firm holding an approved effective New
Drug Agglication.

An additional 88 items—representing $2 million annual usage—
are procured from a single source. In this category are those drugs
which are manufactured in comparable formulations, but are not
packaged by all manufacturers in the dosage form or size we require
in our system. We are attempting to increase competitive procure-
‘ment in this category and 19 of the 88 drugs will be procured ge-
nerically at the time of our next purchase. Seventeen more being
studied to see if we can increase competitive interest.

Since appearing before this subcommittee in 1971, we have in-
creased the total number of items stocked on a generic basis from
105 to 176, and have increased the annual dollar volume of procure-
ment for depot stock from $2 million to over $5 million. This is 17
percent of the drug item or over 30 percent of the drug item itself.
We expect continuing progress in the near future. Since patents on
several drugs of substantial cost have recently expired, we anticipate
the number of firms who will obtain approved NDA’s to market
these products will increase, offering us opportunities for further
competitive procurement. You micht be interested in the statement
of “Drug Topics of 1973” of a November study. It said 12 to 14
percent of prescription drugs sold in the United States are sold on
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generic basis. In VA it is 30 percent, more than twice as much in
terms of the numbers of generic purchasers. In other words, we in
VA purchase over twice the national average on a generic basis.

We monitor weekly the number of firms approved by FDA to
manufacture and market products previously available from a single
source, and invite firms to bid on our needs for these products.

We have also initiated improvements in contracting for drugs
through the Federal Supply Schedule. The contracts which support
these schedules are negotiated, where practical, on a competitive,
generic basis. ..

Senator NELsoN. Let me ask a question at this point. I had asked
General Hayes about an example of a much higher price being paid
under the Federal Supply Schedule than the drug was available for
and purchased at the local level. I have an example from VA’s pur-
chases in 1971. This is chlorpheniramine, a well-known antihista-
mine. For bottles of 1,000, 4 mg. tablets: through direct purchase
the VA paid 76 cents. Through the Federal Supply Schedule VA
paid $18.05. That is almost 30 times as much. What baffles me is how
could a company charge that much? How could you agree to pay
that differential? Then the VA purchased chlorpheniramine at the
retail level as low as $7. So you have direct purchase 76 cents, Fed-
eral Supply Schedule $18.05, and retail level as low as $7.

I would think you would tell the company that is charging you
76 cents that when you ask $18 that you are through doing busi-
ness with them. It is an unconscionable gouging of the Government,
and why would you stand for that?

Mr. Coox. I imagine the purchase at $18.05 was a brand-name pro-
curement. In any event, he was selling it in a noncompetitive situa-
tion. The chlorpheniramine at 86 cents is a purchase on a competi-
tive basis, generic, if you will. .

Senator Nerson. The purchase at $7 obviously was not competi-
tive. Neither was the $18 on the Federal Supply Schedule.

Mr. Cook. I cannot account for that difference. The $7 may have
very well been a generic drug.

Dr Lee. The other problem is how much was involved in each of
these purchases. I rather suspect that $18 purchase was a small im-
mediate necessity. '

Mr. Cook. I went through the purchases reported by our sta-
tions for the last 6 months and I found only one instance where the
hospitals making the purchase bought more than one bottle at a time
other than through the central system.

Senator NeLson. Well, T would guess that the local purchase at $7
was not a large one, either, neither competitive nor large.

Mr. Cook. It was not.

Senator NeLson. Well, even if there were a competitive bid at 76
cents, how do you account for charging 30 times as much under the
Federal Supply Schedule. Even if it were a different supplier, it
seems to me you ought to reject that supplier. They all presumably
meet USP standards.

For meprobamate 400 mg, 1,000s: the direct purchase was $2.60.
The Federal Supply Schedule was $42. The lowest local purchase
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was $24. So there is a case where the local purchase price was almost
half of what the Federal Supply price was and the direct purchase
was about one-twentieth of the Federal Supply price. I am inserting
some other interesting examples into the record at this point.

[The information referred to follows:]

VETERANS’ ADMINISTRATION—1972

Local purchase

Direct
Product purchase FSS Highest Lowest
Ampicillin:
250 mg 100. dmeamaommmeenleeant $3.61 $10. 45 $25. 25 $4.28
500 mg 100. .19 12.50 48.00 6.25
Chlorpheninamine: 4 mg 1000 ... .76 18.05- 21.66 7.00
Isoniazid eemmmmmmemeeeemmmeeeeemezezze 6. 60 8.00 1.85
Meprobamate: 400 mg 1000 .. __ .- ocoioiamaaa. 2.60 42.00 61.80 24,00
Chlorhydrate: 734 gr 100 ... - ccoommeaamaaae 1.25 2.02 4.78 1.20
Erythromycin stearate: 250 mg 100 .. ... cceeomaeeooo 2,82 13.08 20. 61 8.35
Diphenhydramine: 50 mg 1000. ... . oo ocooeemaeaaae 3.62 9,63 18.35 L oo
Pentaerythritol tetranitrate: 10 mg 1000.. - 9.44 22.41 27.00 24.65
Ferrous sulphate: 300 m% 1000. .. oo oooeceeeeee 115 9.35 11.00 4,55
Conjugated estrogens: 1.25 mg 100 .. ............ 4,00 5.64 7.20 5.64

Mr. Cook. The drug is in our system at $2.60 on a competitive or
generic basis. The $42 T suspect was charged by the innovator of the
drug. The $24, I do not know. The reason we pay these prices in
these purchases of 1’s, 2s, 8%, is when we have a prescription written
for a particular drug and it is not written in a manner that permits
its dispensing on a generic basis. We have approximately one-third
of the Nation’s physicians writing preseriptions for our veterans.
When they indicate they will accept only a particular drug we buy
that drug on a local basis.

Senator NEeLson. Are you talking about physicians who are pre-
scribing in a veterans hospital ? ‘

Mr. Cooxk. They are not necessarily prescribing in a veterans hos-
pital, but the prescription is filled in a Veterans Administration
pharmacy. We encourage the so-called fee basis physician of which
we have over 100,000 actively prescribing today; we encourage
them to mail these prescriptions to our pharmacies to be filled
rather than have them filled in the local retail pharmacy.

Senator NerLson. Well, when you say local purchase, does that not
mean the local retail pharmacy ¢

Mr. Cook. In many cases that is true; yes, sir.

Senator Nerson. Well, then, it still bafles me why the price on the
Federal Supply Schedule for meprobamate is $42 while the local
pharmacy can charge and make a profit at $24.
~ Mr. Cook. Senator, T will check these, but in most cases vou will
find the differences as to whether the prescription was written for
a particular product or not. They do maintain quite different price
schedules, as you know.

Senator NeLson. Do you follow the policy, then, even though there
is in the marketplace a number of versions of the same compound
- with varying prices, if the phvsician prescribes the highest priced
one in the marketplace, you will pay that?

Dr. Lee. Let me remind you that 106 of our hospitals are affiliated
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with 189 medical schools. We think this insures that our thera-
peutic practices in the VA in large measure parallel and reflect the
teachings and practices in those academic institutions; in other
words, the best currently recognized in the country, even though
that may not always exactly be the same from station to station in
each therapeutic instance. : .

However, internally in the VA hospitals we think we have fairly
tight control on that, and our prescription blanks which, by the way
we supply to the 100,000 or more fee basis physicians, has on it a
specific place where there is a check which says “Another brand
equal in quality of the same basic drug may be dispensed unless
checked.” Tf that is checked, it is the prerogative of the physician
and we do not fight. We simply accept it.

The usual practice and the practice within the VA is that this
is not checked and there is generic dispensing. It is our fee basis area
where we have the difficulty.

Senator Nerson. Mr. Weinberger has announced it would be the
policy for drugs reimbursed under medicare and medicaid that we
will only reimburse for the lowest price of that particular drug
within that particular class that is available. Is the VA going to
follow that policy when HEW formerly adopts it?

Dr. Lree. We have not yet determined just exactly how to go at
that. It will be very interesting to see if that can stick in HEW.

Mr. Coox. There is one difference. The Veterans Benefits Act spe-
cifically states that VA will reimburse the total cost; the veteran
may not be charged any of the cost of the Federal care for which
he 1s eligible.

Senator NeLson. Well, it seems the way you get around that is to
send out a schedule. There are approximately 700 compounds in the
marketplace under 20,000 names. That means that there are on the
average 30 versions of the same compound in the marketplace for
ecah of the 700 compounds. It would seem to me that you would
simply advise the physicians that you are not going to permit them
to prescribe the highest priced version of these compounds, unless
there is a medically sound reason to do so. That, in effect, is what
HEW is going to do. Of course, they will say we will not reim-
burse, which means if the doctor writes the prescription the patient
may have to reimburse the difference. That will not cost very much
because the doctor will have it called to his attention that the
patient is paying out of his pocket for a drug which is available on
‘the marketplace at a much smaller price.

Dr. Lee. With the fee basis physicians, we feel we cannot be quite
as dictatorial.

Senator NeLson. Within the VA hospital you can. We raised this
question, did we not, 2 years ago? The response was that it was very
difficult; that it was very difficult to tell the doctor at the VA hos-
pitals and various parts around the country that he cannot pre-
scribe a particular brand that he wants to prescribe. It would seem
to me that if anybody could establish a formulary, the Army and
the VA ought to be able to do so. Many formularies require con-
formity of physicians in their prescribing practices, unless they have
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a special reason for not prescribing the particular available brand on
the formulary. Why could not the VA do that? -

Dr. Lee. Since the testimony we gave you, we have continued to
use rather the carrot than the stick to see if we cannot get our
physicians to carry through just as you suggested. We feel there
has been an increase in the use of generic drugs. However, as we
look at the question you have raised and which is further along in
tesltiimony on the use of formularies, we would like to summarize our
policy. A ~ -

Every reasonable effort is being made to treat every patient with
the most effective therapeutic agents which we think are indicated,
and we procure these at the most favorable price we can obtain.
Since there are differences of opinions we do not rigidly restrict
professional practices by administrative direction.

We continue to rely on therapeutic agents and pharmacy review
committees at each of our field stations to carefully screen all drugs
approved for use at their stations in order to insure that the most
effective products are selected for inclusion in that hospital’s formu-
lary. We continue to monitor the minutes of these meetings at the
VA central office and provide an overview of their various prac-
tices at stations, and we continue in the central office a Commission
on Therapeutic Agency for policy statements, for operational co-
ordination, and for overviewing in our stations. We feel that this
is a fairly tight schedule.

Mr. Coox. Senator, I would also like to observe that there are
more physicians practicing in the VA hospitals who are not Fed-
eral employees than those who are.

Senator Bearr. On that point, Doctor, how many general prac-
ticing physicians who are working on a fee basis are aware of the
cost of drugs? «

Dr. Lee. I have no idea.

Senator Brarr. Does anybody inform them from the Federal
Government that you can get a specific drug from different com-
panies, and that X company sells it for so much, Y sells it for—

Dr. Ler. The first question, I have no way of knowing.

The second is: Do we inform these people? Yes, we do. We have
made lists of these drugs through out hospital and we continue to
try to educate them, and we feel that that is perhaps the best way
to get at it. T am pleased to note the chairman on TV the other
night also stated education seemed to be the best mode of approach.
- Senator Brarr. With the expansion of the Federal Government’s

role in health delivery through the HMO legislation and this year
probably the passage of some sort of national health - insurance
legislation, the Federal Government is becoming more involved and
has a_greater interest in drug procurement as an aspect of health
care delivery. Has the American Medical Association shown any
inclination to inform its members as to the relative cost of the drugs
they may be using? Do you know this as a doctor?

Dr. Lee. I know they have made some various efforts but that
has not been a part of our particular educational campaign.
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Senator Brarr. Do you suggest to the American Medical Asso-
ciation it might be in the interest of the consuming public or the
American Government they do? R )

Dr. Lee. We have not done this and we would be interested if
the American Medical Association wanted a suggestion.

Senator Bearr. Do you think it would be advisable to give them
one anyhow, whether they wanted it or not? i

Dr. Ler. No, sir, in the context that we maintain public rela-
tions at the physician level.

Senator Brarr. It seems to me if you have information in the
public good the intended recipient should not say whether he wants
the information; just give it to them and let them bear the burden.

Dr. L. Some of our military cohorts suggest that one not vol-
unteer. i

Senator BeaLr. Maybe some nonmilitary cohorts ought to suggest
that maybe you do.

Senator Nerson. Please proceed.

Dr. Lee. We have increased the volume of drugs procured by
this method from about $500,000 to $9 million in 38 years. The re-
maining items are contracted for on the basis of the suppliers’ entire
product line and not on an individual item basis. Offerers are re-
quired to disclose their best price to each category of customer such
as wholesalers, distributors, State and local governments, nonprofit
hospitals, et cetera. We negotiate with each supplier for a discount.
If no price advantage below the lowest obtainable without a con-
tract can be negotiated, we do not award a contract. Discounts
are negotiated for the entire product line and not off list prices
of individual items. This same practice is followed for multi-
ple-award Federal Supply Schedules for other commodities pur-
chased by the Federal Government in this manner as well as drugs.
This is generally because of the‘large number of items involved. In
the case of drugs alone, the estimates on the number of items and -
the various brands vary from 33,000 to over 60,000.

Since manpower was not available to negotiate individually for
each item, we selected about 50 different items—over 250 contract
line items—which we felt represent the significant dollar purchases
—over $50,000 annually per item. We have negotiated for 30 of
these drugs out of the 50 on an item-by-item basis and have just
published an experimental contract—FSC Schedule 65, part 1, sec-
tion C. We are still negotiating for the remaining 20. This schedule
consolidates into one place the competing products and shows the
exact price of each. It provides the purchaser for the first time with
the opportunity to compare prices without research through volu-
minous catalogs and price lists.

Senator Nerson. How many classes of drugs are on that schedule?

Dr. Lee. There are 50 which we have been carrying through, 30
of which we have gone over item by item. ‘

Senator Nerson. And this schedule shows the price range for a
number of manufacturers; is that it?

Dr. Lee. Yes, sir.
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Senator NxLson. And to whom is thissent? :

Mr. Cook. It goes to each of our—in fact, it goes to all Federal
purchasers of drugs.

Senator NersoN. When you say all Federal—

Mr. Cook. All Federal agencies who procure drugs may use this
schedule.

.S(ingtor Newrson. Does it go to the physicians in the veterans hos-
pitals?

Mr. Coox. In the hospitals, yes, sir.

Senator NzLsoN. Not to the 100,000 physicians who prescribe for
VA patients? .

Mr. Coox. For VA. There are over 300,000 physicians in active
practice. ,

Senator NeLso~. Do you have a copy of that schedule?

Mr. Cook. Yes,sir.

Senator NeLsoN. Would you submit it to the Committee, and we
shall decide whether it will be helpful to put in the record.

Mr. Cooxk. Thank you. , :

[Testimony resumes at page 10471. The information referred to
follows :]
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65, 1-¢
GENERAL INSTRUCTIONS

SPECIAL PROVISIONS

1.  INFORMATION CONTAINED IN THIS SCHEDULE. This schedule 1. IMPREST FUNDS. The contractor agrees to accept cash payment
lists only contractors which have received awards. for purchases made under the terms of the contract in
Additional avards may be made, and, as awarded conformance with FPR 1-3.604.
will be published in cumulative editions to this sched- ; o ;
ule. In cumulative editions to this Schedule, new in- 2. EXCHANGES. The contractor will accept for exchange, all
formation will be identified by a vertical line in the products bearing an expirgtion date when such éxpiration’
right hand margin. date has been reached, provided request: therefore is

. -initiated within a reasonable period (not to exceed 90 days

2.  No pricelists/catalogs will be furnished by contractors. after expiration date) and the products to be exchanged

are presented in unopened containers or packages and in an

3.. GEOGRAPHIC COVERAGE. The 50 States, Washington, DC undamaged condition.
and Puerto Rico. .

-3. . DATE OF MANUFACTURE. Items manufactured in excess of one

4.  PRIMARY USERS. All Federal agencies in the executive year prior to the date of the purchase order covering the

branch (except DoD and U.S. Postal Service) and the item will not be accepted.’ Violation of this provision may
e Government. result in termination of the contract pursuant te.the
clause of the General Provisions (SF 32) entitled "Default."
mtlon- from primary use: Depot Stock requirement
of HEW. 4.  DATED MATERIAL. Not more than one half of the maximum potency
+  period shall have expired prior to date of delivery.

5. OTHER USING ACTIVITIES. Government activities, other .
than primary users, and Government cost-reimbursement 5. CONTAINER PRICES. All prices includé containers except where
type prime contractors (authorized in writing by a contalners are reusable or where otherwide indicated.
Federal agency) may place orders under this schedule. Reusable containers remain.the property of the contractor,

Containers which remain the property of the contractor will

6. MULTIPLE AWARDS. Multiple award Federal Supply Sched- be returned in good condition as soon as practicable.
ules cover contracts made with more than one supplier K
for comparable items at either the same or different
prices for delivery to the same geographic area. ORDERING INSTRUCTIONS

7.  INCORPORATION OF FORMS. The following forms apply to 1. SCHUEDULE CONTRACTING ACTIVITY. - For assistance with this
all contracts in this schedule: schedule, write oricall the activity below citing FSC,

Part, Section, and {ssue'date:
a.. Standard Form 32, General Provisions (Supply P
Contract), November 1969 edition. Veterans Administration
- . Marketing Division for Drugs and Chemicals
b. GSA Form 1424, GSA Supplemental Provisions, Box 76
March 1972 edition, except: Illnes, IL 5011.1
1 : (312) 343-7200, Ext. 2826
(1) Clauses 31 and 32 are modified by changing
"Interim Federal Standard 00123B" 2. TIME OF DELIVERY. The time of delivery shall not exceed
"Federal Standard 123C." the number of days shown in the LIST OF CONTRACTORS.
(2) Clause 56 is deleted. 3.  SMALL REQUIREMENTS. No ordering activity must order
less than $50 for delivery to any one destination.
(3) Delete all references to "General Services Orders for less than that quantity may be placed by
Administration" and "Administrator of activities subject to acceptance by the contractor;
General Services" and substitute "Veterans however, contractors must accept all orders above
Administration" and "Administrator of the quantity listed in the LIST OF CONTRACTORS in
Veterans Affairs" except in Paragraphs the column titled MINIMUM ORDER.
23 and 31.
¥ 4.  MAXIMUM ORDER LINMITATIONS. Purchase orders cannot
(4) Clause 6 is modified to include the follow- exceed the amount(s) shown in the LIST OF CONTRACTORS
ing: in the column titled MAXIMUM ORDER.
Rejected goods will be held subject 5. INSPECTION. This schedule provides for inspection .
to contractor's disposition at
for not more than 15 days after which
merchandise will be returned to the 6. PACKAGING AND PACKING. Standard commercial practice
contractor's address at his risk and (Level C of Federal Standard 102).
expense. .
1f special or unusual packing is required, such packing
c. GSA Form 2891, Standard Provisions - Federal requirements should be arranged with the contractor by
Supply Schedules, November 1973 edition. the ordering activity.
. v

9. PAYMENTS. Paying offices of the ordering activities 7. BUY AMERICAN DIFFERENTIALS. Buy American differentials
shall e payment for accepted supplies or services have been applied by GSA, as required, during the award
in accordance with the terms and conditions of the process. Therefore, ordering activities should not .
contract (includirig Article 7, Payments, Standard attempt to apply these differentials before plac!.ng an
Form 32 and Paragraph 9, Discounts, Standard Form order.
33A), promptly after receipt of proper invoices or N
vouchers from the contractor. When a delivery order 8.  RECEIVING DOCK HOURS. State on the purchase order the
specifies delivery td a port within the U.S.A. and time (local daylight or standard) that material can'be
the contract provides only for delivery to destinat- received at destination.
ion within the 48 contiguous States and Washingtonm, .

DC, such payment shall be made promptly upon receipt 9.  RECEIVING DOCK LIMITATIONS. If there are limitations
of evidence of delivery to that port notwithstand- on size (height, width, or length) or weight of vehicle
ing the fact that final destination of the supplies that can be accommodated at delivery point, state them
or services may be abroad. on the purchase order.

10. DELIVERY ADDRESS. If delivery address is vague,

include instructions in the purchase order that
will assist carrier in reaching the delivery
point.
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3
ORDERING INSTRUCTIONS ~ Continued
12,

1l. JUSTIFICATION. When o.ders are placed at other than the
Towest price available under a item and (1) the cost is
more than $250 per line item, ordering activities must
Justify the purchase of the higher priced item; (2) the
cost is $250 or less per line item, ordering activities
should refer to their agency procurement regulations to

determine if justification is required.

65, 1-¢

PLACING OF ORDERS. .f an order is placed with any of the
authorized agents, the order shall be addressed to the
agent but in such manner as to shown the name of the con-
tractor as principal and the addressee as agent for the

contractor.,

SUPPLIES AND SERVICES

UNIT OF
SUPPLIES OR SERVICES PURCHASE
Contractors are listed under the
generic title followed by the
manufacturer and his trade name
in price sequence, starting with
the lowest price in the case of
more than one supplier.
SODIUM HEPARIN INJECTION, USP:
1000 units/ml:
1 Imle o v v oo v o0 e e e e vI
2 10 ml:
Upjohn #8007 [25 vials per case] CS
Riker #410-01 (l.ipo-Hepln). ..oV
McGaw #W1400. vi
American Quinine #0961 [10 vials
per case
Abbott ﬂ3672 02 (theplrin 1000)
(a) Case of 25 vials. . . .. CS
(b) 100 cases, 25 vhl.s per case CS
(c) 200 cases, 25 vials per case CS
3 30 ml:
Riker #413-25 (Lipo-llepin) [25
vials per case]. « « .« .+ .0 o cs
McGaw #W1405. . . vI
Upjohn #8008 [25 vials per tasa] cs
4 5000 units/ml; 10 ml:
Abbott #3979-02 (Panheparin 5000):
(a) Case of 25 vials. . . . cs
(b) 100 cases, 25 vials per cuc cs
(c) 200 cases, 25 vials per case CS
Riker #415-01 (Lipo-Hepin). . . vI
Upjohn #8009 [25 vials per case] CS
McGaw #W1410. vI
American Q\lll\ine VO?SJ [10
vials per casel. . . + o . + . CS
10,000 wnits/ml:
5 4 ml:
Riker #421-01 (Lipo-Hepin). . . vI
Upjohn #8011 [25 vials per case] CS
McGaw #W1415. . . . . .. vI
Abbott #3987-03 (Panileplrin
10,000) :
(a) Case of 25 vials. . . . . cs
(b) 100 cases, 25 vials per case CS
(c) 200 cases, 25 vials per case CS
6 5 ml:
Riker #425-01 (Lipo-Hepin). . . VI
American Quinine #0962 [10 vials
per case]. .. cs
Abbott 03987~04 (Panheparin
10,000) :
(a) Case of 25 viala. . . . . cs
(b) 100 cases, 25 vials per case CS
(c) 200 cases, 25 vials per case CS
20,000 units/ml: R
7 2 ml:
Riker #432-01 (Lipo-Hepin). . . vI
McGaw #W1420. « o o & o v & . . VI

PRICE
(DOLLARS

A/P

10.25
.582
7.50

19.00
14.25
7.59

23.75
1.150
42,50

68.75
51.50
34.30
1.19
31.75
2.344

18.00

1.04
32.50
1.918

56.35
42,25
24.99

1.30
24.00
68.75

51.50
30.63

11

12

13

14

15

16

17

1.02 !
1.918

NDEX
NO

UNIT OF
SUPPLIES OR SERVICES PURCHASE

5 ml:

Upjohn #8013 (25 vials per case] CS
Riker #435~01 (Lipo-Hepin). . . VI
Abbott #6957-02 (P:l\heparin
20,000) :
(a) Package of 5 vials. . . . PG
(b) Case of 25 vials. . . . . cs
(¢) 100 cases, 25 vials per case CS
(d) 200 cases, 25 vials per case CS

10 ml:
Riker #438-01 (Lipo-Hepin). . . Vi
40,000 units/ml:

2 ml:

Riker #442-01 (Lipo-Hepin). . . vI
McGaw #W1425. . . PR vi
Abbott 96985-02 (thep-rin

40,000) :

(a) Package of 5 vials. . . . PG
(b) Case of 25 vials. . . . . cs
(c) 100 cases, 25 vials per case CS
(d) 200 cases, 25 vials per case CS
5 ml:
Riker #445-01 (Lipo-Hepin). . . Vi
LIDOCAINE HYDROCHLORIDE INJECTIONS:
1% with Epinephrine, 1:100,000; 50 ml:
Astra #106-1 (Xylocaine with
Epinephrine) [30 vials per case] CS
2% with Epinephrine, 1:100,000; 50 ml:

Astra #103-1 (Xylocaine with
Epinephrine) [30 vials per case]l CS

LIDOCAINE HYDROCHLORINE INJECTIONS, USP:
17:
20 ce:

Astra #105-3 (Xylocaine) [30 vials
per casel. . v v v v e 0o

30 ce:

McGaw #W2005. '«

American Quil\ine ﬂ0625 [50 v!.l].l

per casel. . .+ . 4 v 00 . cs
50 ce:

American Quinine #0625 [50 vials

vI
hstra 1105-1 (ylocaine) [30 viais
percasel. . . . .0 o cs

20 cc:

Astra #102-2 (Xylocaine) [30
vials per case]. . . « . . .

PRICE

(DOLLARS;

61.00
2.70

45.90
149.00
111.75

71.05

36.75
119.15
89.35
67.10

24.90

28.50

13.80

3757
20.00

20.00
.5521

24,00

14.70
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SUPPLIES OR SERVICES - Continued

65, 1 -0 ~
INDEX UNIT OF | PRICE | INDEX UNIT OF | PRICE
_No. SUPPLYES OR SERVICES 'PURCNASE (DOLLARS)| NO. SUPPLIES OR SERVICES PURCHASE _|(DOLLARS
18 30 ce: 27 TETANUS IMMUNE GLOBULIN (Human) USP;
250 units:
American Quinine #0626 [50 vials
Der casel. v w4 a e e e e cs 20.00 Armour #53-7916-01 (Ar-Tet) 10
MeGaw #W2010, .« . o v 0 L. L vI J4141 vials per case. . « .+ 4« o 4 cs  23.00
19 50 e txmour #53-7916-02 (Ar-Tet) 5 N
syringes per case . . . . . . cs 11.75
American Quinine #0626 [50 vials
cs 20.00
vi 45904 INSULIN INJECTIONS, USP; 10 ml:
c8 27.90 28A 40 units:
Squibb #3-0B55-10 . . . . . . . A28 .54
NORMAL - SERUH ALBUMIN, 3% (Human):
Lilly M-240 (Regular Iletin):
20A 250 ml: (a) Single vial. o v v 4 o oW vi .67
(b) Case of 10 vials . + . . . cs 5,70
Armovr #53~7670~01 (Albuminar-5);
rerurcable, 10 vnits per case CS 235,00 288 80 units:
208 Squibb #3-0B56-10 . . . . . » . VI 1.05
our #53-7670~02 (Albuminax-5); Lilly M-280 (Regular Iletin):
son-retuinable, 10 units per case €S 440.00 (a) Single viel. . . . . v+ . VI 1.31
(b) Case of 10 vlials . . + + 4 €s 11.10
HCR:AT X
Feor 28¢ 100 unive:
25 20 w1 Squibb #3-0E34-10 . . + + + . . Vi 1.32
Axmonr #53-7680-01 {Albuminar-25); Lilly M-210 (Regular Iletin):
nop-returnsble, 10 units per case CS 85.00 (a) Single vial . + . « + .+ +» VI 1,63
(b) Case of 10 vials. . . . . . CS 13.90
22 50 ml:
INSULIN GLOBIN INJECTIONS, USP; 10 ml:
Armour #53-7680-02 {Albuminar-25);
non-returnable, 10 units per case CS  210.00 29 40 units:
23 100 ml: Squibb #3-0B47-10 (Globin Zinc) v .76
Axmour #53-7680-03 (Albuminar-25); 304 80 units:
non-returnable, 10 units per case CS  390.00
Squibb #3-0B58-10 (CGlobin Zinc) VI. 1.46
PLASHA PROLEIN FRACTION (Human) 5%:
308 100 units:
24 250 ml: .
Squibb #3-0E38-10 (Globin Zinc) vI  1.67
Armour (Plasma-Plex, 5%); non-
returnable, 10 packages per case €S  210.00 ISOPHANE TNSULIN SUSPENSION, USP;
10 ml:
25 500 mi:
31 40 units:
Armour {Plasma-Plex, 5%4); non- .
returnable, 10 packages per case  CS  390.00 Squibb #3-0B61-10. » + + + + . . VI .63
28 ANTTHEMOPHILIC FAZTOR (iluman) US' Lilly M-340 {NPH Iletin):
(a) Single vial « o v« o v o v VI .79
Armour # 55-02 (Factoruc), (b) Case of 10 vials. . . . .« . CS  6.60
49 with 2
u-reru‘raolu 5 rch- 2h 80 uniis:
CABE « o 0 e e e e e Cs  103.75
Squibb #3-0B62-10. ... . . . + .+ VI 1.19
766002 (Fastorate),
299 units, with 25 ml of Lilly M-380 (NPH Iletin): :
non-returable, 5 pack- (a) Single vial « « o o » « o o VI 1.49
O R cs 151,25 (b) Case of 10 vials. . . . . . CS 12.60
Armour #153-7665-02 (Factorate), 328 100 uwnits:
300 Wl units, with 25 ml of
ctarnzbia. 5 eack- Squibb #3-0E33-10, . . . . . . « VI 1.53
N a8 17875
Lilly M-310 (NPH Iletin):
A i/,:’ 766(-02 (Fnctora:e), (a) Single vial . » v « + . » . VI 1,88
50 (b) Case of 10 vials. . . . . . CS 16.10
siiue
AZES DEL TABE 4w e e e e e e Cs 206.25 INSULIN ZINC SUSPENSION, USP; 10 ml:
33 40 units:
: Squibb #3-0423-40 (Lente Insulin) vi .63
Lilly M-440 (Lente Iletin):
(a) Single vial ... . .« . .. VI .79
(b) Case of 10 vials. . . . . . CS 6.60
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INDEX
0,

348

36~1A

36-18

36-2A

36-2B

36-~2C

36-3A

30 units: )
5quibb #3-0446-60 (Lente Insulin) VI

Lilly M-480 (Lente Iletin):
(a) Single vial . . . + .+ .

.. vi
(b) Case of 10 vials. . + . . .

cs
100 units:
Squibb #3-0C30-10 (Lente Insulin) VI

Lilly M-410 (Lente Tletin):
(a) Single vial .« o o+« . . VI
(b) Case of 10 vials. . . + « . CS

PROTAMIKE ZINC IUISULIN SUSPENSION, USP;
10 ml:

40 units:
Squibb #3-0B59-10. . . . . . . . vI

Lilly ¥-140 (Protamine, Zinc

and Iletin):

(a) Sinple vial v « o ¢ v v o VI
(b) Case of 10 vials, . . ... CS

80 units:
Squibb #3-0B60-10. . . . . i . . VI

Lilly ¥-180 (Protamine, Zinc

and Iletin):

(a) Single vial + . « « o« « « vi
(b) Case of 10 vials. . . . . . cs

100 units:
Squibb #3-0E37-10. . . . « . ¢ . vI

Lilly M-110 (Protamine, Zinc

and Iletin):

(a) Single vial . . . . « i+ o Vi
(b) Case of 10 vials. . . . .. CS

PROMPT INSULIN ZINC SUSPENSION, USP; 10 ml:
40 units:

Squibb #3-0561-40 (Similente
Tnsulin) « o« ¢ o v v e e e vI

Lilly M-540 (Similente Iletin):
(a) Single vial . + « « + o «
(b) Case of 10 vials. . . . .« . cs

80 units:

Squibb #3-0574-80 (Similente
Insulin) « « + v v oo oo o v o VI
Lilly M~580 (Sinilente Iletin):

(a) Single vial + . o =+ o o o VI
(b) Case of 10 vials. . « + . « cs

100 units:

Squibb #3-0£31-10 (Similente
Insuldn) + v o v o v e e e e vI

Lilly M-510 (Similente Iletin):
(a) Single vial . « « « + « o VL
(b) Case of 10 vials. . . . .. ., CS

EXTEUDED ULIM ZINC SUSPENSION, USP; 10 ml:

40 units:

Squibb #3-0474-40 (Ultralente

Insulin) o v v v o b e e e e e s
Lilly M-640 (Ultralente Iletinm):
(a) Simple vial . + « « « o ¢ o VI
(b) Case of 10 vials. « « + . « cs

Vi

PRICE

- WNIT OF
SUPPLIES OR SLRVICES

PURCIASE | (OLLARS) | N0, -

1.88
16.10

.63

.79
6.60

1.88
16.10

1.88
16.10

.63

.79
6.60

5
SUPPLIES OR SERVICES - Continued

65, I-¢C
THDEX UNIT OF PRICE
SUPPLIES OF SERVICES PURCHASE | (DOLLARS
36-38 80 units:
Squibb #3-0560-60 (Ultralente
Insulin) « o v v o o o oo s o« VI 1.9
Lilly M-680 (Ultralente Iletin):
(a) Single vial . . . .+ .. . VI 1,49
(b) Case of 1Q vials, « « . . . CS 12,60
36-3C 100 units:
Squibb #3-NE32-10 (Ultralente
Insulin) . o « o v« v s o o+ o VI 1.53
Lilly M-610 (Ultralente Iletin):
(a) Sinple vial . . . . . .. VI 1.88
(b) Case of 10 vials, . . . . . CS 16.10
PILOCARPINE HYDROCHLORIDE OPNTHALMIC
SOLUTINN, USP; 15 ml:
37 F R £ Y4 4
38 2% v e e e e e e e VLA
39 G% v v e v e v e e e e e e e VIAP
40 6% v v v e e e e e s e .. VLAR
POTASSTUM CHLORIDE TNJECTIONS, USP:
41 20 10, 10 ml:
American Quinine #0622 (100
units per box) . .+« 4 o » .« B 9.50
McGaw #1130 « « « o o o o o o . EA .2837
Abbott {13907-03:
(a) Case 0f 25 . + + + . . . . -CS 8.87
(b) 100 cases, 25 per case . . CS 6.77
42 40 MEQ, 20 ml:
American Quinine #0991 (25
units per box) . + . . s+« o .  BX  3.96
McGaw #1135 .« » « v« « « o o . EA L3451
Abbott #3934-02:
(a) Case 0f 25 . + v « » » . » CS 9.9
(b) 100 cases, 25 per case ... CS  7.60
RESERPINE TABLETS, USP:
43 0.1 MEe v o o oo v 0 a0 e s e BT AP
44 0.25 mg; 1,000 tablets per bottle:
American Quinine #0890. . . . . BT 1.05
Philips Roxane #054-4742-31 . . BT  2.00
MEPERIDIIE HYDROCHLORIDE INJECTIONS,
usP:
CARTRINGE NEEDLE UNITS; 2 ml,
(1 ml fill):
45 Heedle size 22 Gape x 1-1/4";
75 mg permly o .o v o w e ae €O AP
46 leedle size 22 Gage x 1-1/4"; 50
mygper ML . ¢ o o v e e e e co . A/P
47 Needle size 25 Gage x 5/8"; 50
mE PEE ML o . o b e e e e e e e o AP
48 Needle size 22 Gage-x 1-1/4"; 100
M PEr ML o v o v e e e e e e e e VY
AMPULS :
49 SOME « v oo w e n e ea e e CO AP
50 TEME « o v o 0 v e e e co  A/P
51 100 MBe o o 0 0w e oww s e e co  A/P
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52
53

56
57

58
60

61
62

63
65
66

67

68
69

70

7

72

KETAMINE HYDROCHLORIDE INJECTIONS, VIAL
50 mg/ml:

Tmle v v o v o v o v vt oo 0
10 ml:

Bristol #015-8340-96 (Ketaject)
Parke-Davis #35-1582-1 (Ketalar)

SODIUM WARFARIN TABS, USP:
2 ng:

100 tabs. o ¢ o w00 ea .
1,000 tabs. . . . . . . 0.

2.5 mg:

100 tabs. . . . . .
1,000 tabs. . . . . . 44 0. .

5 mg:
100 tabs. . . o .. 4. 4.
500 tabs., . . . . . .0 0.0
1,000 tabs. .+ . . . .. ..
7.5 mg:

100 tabs. . . . .4 .40 . s
1,000 tabs. . . . . . ou 4

10 mg:

100 tabs. « . .40 e e e
500 tabs. . . o 4 4 000w .
1,000 tabs. « . o . 0 ...

25 mg; 100 tabs . . . . . . . .

AMPICILLIN CAPSULES, USP; Unit-Dose:

250 mg, 100 capsules:

Bristol #015-7992-66 (Polycillin)
Pfizer (Pen-A). « o v o o v o o
Upjohn #5765 (Pemsyn) . . . .
Beecham-Massengill (Tntlcllltn)

500 mg, 50 capsules .

500 mg, 100 capsules:

Bristol #015-7993-66 (Polyciutn)

Pfizer (Pen-A). .
Upjohn (Pensyn) .

Beecham-Massengill ('l'ouciu!.n)

DEXTROSE:
2-1/2% in water:
250 ml:
McGaw #S1002, . . . . . . .
1,000 ml:
McGaw #51000. . o . o o . .

(c) 85 or more cases. . .

5% in water:
150 ml:
McGaw #51103. . . . .

Abbott #1522-01; 12 per me.
(a) 1 to2hcases . . o v .
(b) 25 to 84 cases. . . . .
(c) 85 or more cases. . . .

vI

S3

88

88

co
co

3333

3

89383

[+
cs

A/p

2.71
2.90

A/P
A/P

A/P
AP

3.72
6,33
9.06

9.09

A/P

6.24
9.9
17.39
17.72

44

6.55
5.53
5.08

74

76

78

80

81

250 ml:

McGaw #S1102, « v v o 0 4 4 o o
Abbott #1522—02, 12 per case:
(a) 1 to 24 cases . . . . . .
(b) 25 to 84 cases. . . . . .
(c) 85 or more cases. . . ...

500 ml:

McGaw #51101. . . . . . . ...
Abbott #1522-03; 12 per case:
(a) 1 to 24 cases . . . . . .
(b) 25 to 84 cases. . . . . .
(c) 85 or more cases. . . . .

1,000 mi:

McGaw #S1100. . . . . . . . . .

Abbott #1522-05; 6 per case:
(a) 1 to 24 cases . . . . . .
(b) 25 to 84 cases. . . . ..
(c) 85 or more cases. . . . .

10% in water:
250 ml:

McGaw #51202. . . . . .

Abbott #1530-02; 12 per case
(a) 1 to 26 cases « v . . . .
(b) 25 to 84 cases. . . . . .
(c) 85 or more cases. . . . .

500 ml:

McGaw #81201. . . . . . . .

Abbott #1530-03; 12 per case.
(a) 1 to 24 cases . . . . . .
(b) 25 to 84 cases. . . . . .
(c) 85 or more cases. . . . .

1,000 ml:

McGaw #S1200. . « « v 4 v 4 . .

Abbott #1530-05; 6 per case:
(a) 1 to 24 cases . . . . . .
(b) 25 to 84 cases. . . . . .
(c) 85 or more cases. . . . .

20% in water; 500 ml:

McGaw #S1251. . . . .

Abbott #1535-03; 12 per case
(a) 1 to 24 cases . . . + . .
(b) 25 to 84 cases. . ... . .
(c) 85 or more cases. . . . .

50% in water; 500 ml:

McGaw #S128L. « o o v v 4 4. .

Abbott #1536-03; 12 per case:
(a) 1 to 24 cases .
(b) 25 to 84 cases. . . . . .
(c) 85 or more cases. . . . .

2-1/2% in 1/2 strength normal uune,

250 ml:

McGaw #S2052. . + . . . .

Abbott #1509-02; 12 per case:
(a) 1 to 24 cases . . . . . .
(b) 25 to 84 cases. . . . . .
(c) 85 or more cases. . . . .

5% in 1/2 strength normal saline:
250 ml:

McGaw #82122. . + « 4 v 4 4 4 .

Abbott #1526-02; 12 per case:
(a) 1 to 24 cases . « . .« . .
(b) 25 to 84 cases. . . + 4 o
(c) 85 or more cases. . . . .

cs
cs

EA
cs
cs

EA

cs
cs

cs

cs

EA
cs
cs

[
cs

EA
cs

cs

cs
cs

6.68
5.19

.52
7.50

6.48
5.95

.65
4,41
3.52

.52

7.25
6.65
6.11

11.13
9.97
9.15

6.70
5.95
5.46

47

6.86
6.08
5.58
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. 7 65,1-C
SUPPLIES OR . SERVICES - Continued
INDEX UNIT OF PRICE INDEX UNIT OF PRICE
NO. SUPPLIES OR SERVICES | PURCHASE _|(DOLLARS NO.. SUPPLIES OR SERVICES PURCHASE LARS
83 500 ml: 93 1,000 ml:
McGaw #S2121. . . . . PEEERE EA .55 McGaw #4000, + + v o v o o o EA .59
Abbott #1526-03; 12 per cnu. Abbott #1583-05; 6 pe: case:
(a) 1 to.24 cases . . . . cs 7.9 (8) 1 to 24 cases . « v .« .+ . cs  3.99
(b) 25 to 84 cases. . . . &« cs 6.87 (b) 25 to 84 cases. . .+ .+ o o CS  3.46
(c) 85 or more cases. . . . . cs 6.31 (c) 85 or more cases. . . .. CS 3.18
84 1,000 ml: LACTATED RINGERS INJECTIONS:
McGaw #52120. . . . . . EA .69 94 250 ml:
Abbott #1526-03; 6 per case:
(a) 1 to 24 cases . . o + « o cs 4.96 McGaw #53502. « « ¢ o 4 4 v oo o EA 49
(b) 25 to 84 cases. . .+ . . . cs 4.33 Abbott #1553-02; 12 per case:
(c) 85 or more cases. . . . . cs 3.98 (a) 1 to 24 cases . . . . . cs  6.91
(b) 25 to 84 cases. . . . . . cs  5.95
5% in normal saline: (c) 85 or more cases. . . . o €S 5.46
85 250 ml: 95 500 ml:
McGaw #S2102. « o v o o o 0 o o EA 47 McGaw #S3501. .+ v o ¢ o .0 .o EA .61
Abbott #1527-02; 12 per case: Abbott #1553-03; 12 per case:
(a) 1 to 24 cases . « + + o o cs 6.81 (a) 1 to24 cases s « « « o cs  8.61
(b) 25 to 84 cases. . . . . . cs 5.78 (b) 25 to 84 cases. . . . . . cs  7.53
(c) 85 or more cases. . . .« . cs 5.31 (c) 85 or more cases. . . . . €S  6.91
86 500 mL: 96 1,000 ml:
McGaw #S210L. « o v o ¢ o o 4 o EA .55 McGaw #S3500. « o v v owe 0 & EA .70
Abbott #1527-03; 12 per case: Abbott #1553-05; 6 per case:
(a) 1 to 24 cases « .« + .+ + cs 7.94 (a) 1 to 24 cases « v o v o cs  5.09
(b) 25 to 84 cases. . .« .« . . cs 6.87 (b) 25 to 84 cases. . . ¢ . . CS  4.42
(c) 85 or more cases. . .« . o cs 6.31 (c) 85 or more cases. . . .+ o Ccs  4.06
87 1,000 ml:
RINGERS INJECTIONS:
McGaw #S2100. . + . . . . EA .69
Abbott #1527-05; 6 per cat 97 500 ml:
(a) 1 to 24 cases . . . . cs 4,72
(b) 25 to 84 cases. . . . cs 4.13 McGaw #S3801. . « ¢ v ¢ v o o . EA .55
(¢) 85 or more cases. . . cs 3.79 Abbott #1582-03; 12 per case:
(a) 1 to 24 cases . . . . . cs  7.98
10% in normal saline: (b) 25 to 84 cases. . . . . . Cs  6.93
(¢) 85 or more cases. . . . . Ccs  6.36
88 500 ml:
98 1,000 ml:
McGaw #82201. . « . . .. EA .62 McGaw #53800. « v o ¢ o o o o o EA .69
Abbott #1534-03; 12 pcr cm Abbott #1582-05; 6 per case:
(a) 1 to 24 cases . . o « .« . cs 7.94 (a) 1 to 24 cases . . . . . . CS = 4.99
(b) 25 to 84 cases. . . . cs 6.87 (b) 25 to 84 cases. . . . . . C5 4.36
(c) 85 or more cases. . . . . cs 6.31 (c) 85 or more cases. . . . . CS 4.00
89 1,000 ml:
99 FRUCTOSE 10% INJECTION, 1,000 ml:
McGaw #52200. . . . .. EA .78
Abbott #1534-05; 6 per case: McGaw #S1600. o o « « v o o o o EA 1.16
(a) 1 to 24 cases . . . . cs 5.47 Abbott #1537-05; 6 per case:
(b) 25 to 84 cases. . . . . . cs 4.80 (a) 1to 24 cases « . . . . . CS 8.79
(c) 85 or more cases. . . ..  CS 4.4 (b) 25 to 84 cases. . . . . . CS 7.70
(c) 85 or more cases. . . . . cs  7.07
NORMAL SALINE SOLUTION:
90 150 ml: 100 SODIUM BICARBONATE 5% INJECTION, USP;
500 mli:
McGaw #84403. « o ¢ « s o v o EA W43
Abbott #1583-01; 12 per case: McGaw f#S4981. . « « « « 4 o . W EA  1.34
(a) 1 to 24 cases . . + + o . cs 6.40
(b) 25 to 84 cases. . . - v . cs 5.41 TRIFLUOPERAZINE HYDROCHLORLDE:
(c) 85 or more cases. . . . . cs 4.97
101 CONGENTRATE; 2 £1. oz. 12 units
£ 250 ml: per container . . . . . . ..+ 0.+ CO AP
co
McGaw #S4002. « « v o v o0 . EA b4 INJECTIONS, NF; M/D vials, 10 cc:
Abbott #1583-02; 12 per case:
(a) 1 to 24 cases . . . . . . s -49 102 1vial. v v o ew i u o e VI AP
(b) 25 to 84 cases. . . . . . cs 5.53 103 20 vigls. « v v v o e e 0w e VI AP
(¢) 85 or more cases. . « .+ cs 5.08
92 500 ml:
McGaw #S4001, . . + . . . . EA .50
Abbott #1583-03; 12 per case:
(a) 1 to 24 cases . + + . .+ . cs 7.06
(b) 25 to 84 cases. . . . .« . cs 6.07
(c) 85 or more cases. . . . . cs 5.57
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104
105
106

107
108
109

111
112
13

114

115
117
118

119

120

122

123

124

125

126

8
SUP) = ued
TNDEX UNIT OF | PRICE | INDEX
NO. SUPPLIES OR SERVICES PURCHASE | (DOLLARS)| _NO. SUPPLIES OR 8
TABLETS, NF: PROCHLORPERAZINE MALEATE CAPSULES:
1 mg: 10 mg:
100 tablets . . . . . 4. 4 . BT A/P 127 50 capsules:
1,000 tablets . . . . . ... BT AP
5,000 (carton of 5 bottles, S‘g"" “i‘"esf' F“;ﬂ‘
1,000 tablets per bottle). . .  CT A/P ompazine Spansule) . . . . .
2 mg: : 128 500 capsules:
100 tablets . o v 4 w4 4. . . BT A/P Smith, Kline & French
1,000 tablets . . . « .. ... BT A/P (Compazine Spansule) . . . . .
5,000 (carton of 50 bottles,
100 tablets per bottle). . . . cr a/n 129 i-5°°1("““‘8; °f13 bottles, 500
5,000 (carton of 5 bottles, apsules per bottle):
1,000 tablets per bottle). . . Cr . A/P Smith, Kline & French
,
5 mg: (Compazine Spansule) . . . . .
100 tablets « . . v . . .4 . . BT A/P 15 mg:
1,000 tablets « v o +u 4. .. BT . A/P .
5,000 (carton of 50 bottles, 130 50 capsules:
100 tablets per bottle). . . . CT  A/P
5,000 (carton of 5 bottles, S onaastona b Ireanch
1,000 tablets per bottle). . . T A/P mp: P Cesed
10 mg: 131 500 capsules:
Smith, Kline & French
100 tablets . . . .. ... .. B A/P .
1,000 tablets .+ . . . . ... BT A/P (Compazine Spansule) . . . . .
5,000 (carton of 50 bottles,
100 tablets per bottle). . . .  CT A/P 132 :;;52?’1:':"::8:02512)‘?""‘1”' 500
5,000 (carton of 5 bottles, P P !
1,000 tablets per bottle). . . CT A/P Smith, Kline & French
PROCHLORPERAZINE EDISYLATE: (Compazine Spansule) . . . . .
INJECTIONS, USP; 2 cc, 10 mg:  msi
6 per box: 133 50 capsules:
Smith, Kline & French (Compazine) BX  4.25 Snith, Kitue & Frenct
s
100 per box: (Compazine Spansule) . . . . .
Smith, Kline & French (Compazine) BX  61.63 134 300 capsules:
. Smith, Kline & French
500 per box: (Compazine Spansule) . . . . .
Smith, Kline & French (Compazine) BX 239.70 135 1,500 (package of 3 bottles, 500
capsules per bottle):
LIQUID, ORAL; 10 mg/ml: Swith, Kline & French
L -4 fl. oz. botele: (Compazine Spansule) + . . . .
Smith, Kline & French . .
(Compazine Concentrate). . . . BT  4.68 136 75 me; 50 capsules:
- Smith, Kline & French
36 -4 f1. °:'_b°“‘“s' (Compazine Spansule) . . . . .
Smith, Kline & French .
(Compazine Concentrate). . . . €S 141,10 PROCHLORPERAZINE SUPPOSITORLES, NP,
INJECTIONS, USP; 5 mg/ml; 10 ml: 12 suppositories per box:
L vial: 137 2.5 mg:
Smith, Kline & French (Compazine) VI  3.19 S'E%::-Eafﬁ:esﬁp;:l;ims). .
20 vials: 138 P
Smith, Kline & French (Compazine)  BX 55.46 Smith, Kline & Prench
: )
100 vials: (Compazine Suppositories). . .
Smith, Kline & French (Compazine) BX 213.35 139 25 mg:
Smith, Kline & French
(Compazine Suppositories). . .

BT

BT

PG

BT

BT

PG

BT

PG

BT

BX

BX

BX

WIT OF
FURGHASE [(DOLLARS;

5.70

53.98

137.70

7.40

70.13

181.90

8.33

79.26

206.55

9.95

2.13

2.38

2.98
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SUPPLIES OR SERVICES
UNIT OF
SUPPLIES OR SERVICES PURCHASE
PROCHLORPERAZINE EDISYLATE SYRUP, USP;
5 mg. per 5 ml., 4 fl. oz.:
Smith, Kline & French
(Compazine Syrup). . . « « o + BT
PROCHLORPERAZINE MALEATE TABLETS, USP:
5 mg:
100 tablets:
Smith, Kline & French
(Compazine Tablets). . + « « « BT
1,000 tablets:
Smith, Kline & French
(Compazine Tablets). . « . . « BT
5,000 (package of 5 bottles,
1,000 tablets per bottle):
Smith, Kline & French
(Compazine Tablets). . . . . . PG
10 mg:
100 tablets:
Smith, Kline & French
(Compazine Tablets). . « « « . BT
1,000 tablets:
Smith, Kline & French
(Compazine Tablets). . . + « « BT
5,000 (package of 5 bottles,
1,000 tablets per bottle). . . . PG
25 mg:
. 100 tablets:
Smith, Kline & French
(Compazine Tablets). . « « « « BX
1,000 tablets: '
Smith, Kline & French
(Compazine Tablets). . « « « « BX

5,000 (package of 5 bottles,
1,000 tablets per bottle) . . . .

9

PRICE

DOLLARS

6.04

57.38

245.65

74.38

275.40

87.13

335.75

65, I ~C

SUPPLIES OR SERVICES

UNIT OF
PURCHASE

PRICE
LLARS
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10

65, I-¢C
LIST OF CONTRACTORS

CONTRACTS AWARDED AS A RESULT OF NEGOTIATION PURSUANT TO SECTION 302 (C)(7) & (10) OF THE FEDERAL PROPERTY ADMINISTRATIVE SERVICES
ACT OF 1949, 63 STAT. 393, AS AMENDED [41 U.5.C. 252 (€)(7) & (10)]

BUSINESS SIZE: Listed in the column CONTRACT NUMBER V797P- is the business size indicator of "s" for small business and
o' for other than small business.

TELEPHONE NUMBERS: Listed in the column CONTRACTOR, ADDRESS, TELEPHONE under each address, the commercial phone number (Com) is
listed first followed by the Federal Telecommunications System number (FTS).

DOLLAR VOLUME DISCOUNT COLUMN: Discounts shown were offered by the contractors based on the dollar volumes displayed.

MINIMUM ORDER COLUMN: Listed is the smallest order the contractor stated he would accept.

MAXIMUM ORDER COLUMN: Listed is the maximum limitation of any order.

CONTRACT 'CONTRACTOR DOLLAR PROMPT MINIMUM MAXIMUM
NUMBER ADDRESS & VOLUME PAYMENT ORDER ORDER TIME OF DELIVERY
V797P- TELEPHONE DISCOUNT DISCOUNT (DOLLARS DOLLARS DAYS

o
5094c ABBOTT LABS, DEPT 346 NONE NET ANY 5,000 10
14TH & SHERIDAN RD
NORTH CHICAGO, IL 60064
Com: (312) 688~7901 *
FTS: (312) 353-4400

s
5056¢ AMERICAN QUININE HOSPITAL DIV ~ $5,000 - 10,000: 3% 1/10 50.00 25,000 10
ONE FAIRCHILD CT 10,001 ~ 15,000: 5%
PLAINVIEW, NY 11803 15,001 - 20,000: 7%
Com: (516) 931-3300 20,001 - 25,000: 10%
FIS: (212) 460-0100
°
5057¢ ARMOUR PHARMACEUTICAL CO NONE NET ANY (Case 5,000 3to5
111 W CLARENDON lots only)

PHOENIX, AZ 85077
Com: (602) 248-5331

FTIS: (602) 261-3900
o
5058¢ ASTRA PHARMACEUTICAL PRODUCTS INC NONE 1/20 ANY (Case 5,000 5 to 21
NEPONSET ST Quantities)

WORCESTER, MA 01606
Com: (617) 852-6351
FTS: (617) 791-2251

°
5059¢ L 'ICALS NONE NET ANY 5,000 . 3tos
DIV OF BEECHAM INC .
501 - 551 FIFTH ST
BRISTOL, TN 37620

Com: (615) 764-5141

FIS: (901) 534-3011

°
5060c BRISTOL LABORATORIES NONE 2/30 ANY 5,000 10
DIV OF BRISTOL-MYERS CO
BOX 657
SYRACUSE, NY 13201
Com: (315) 470-2865
FIS: (315) 473-3350

Send remittances to the contractor at
Box 7251, Church Street Stationm,
New York, NY 10049.

o
5061c ELI LILLY & CO NONE 2/30 50.00 5,000 10
PHARMACEUTICAL DIV
307 E McCARTY ST
INDIANAPOLLS, IN 46206
Com: (317) 261-2318
FIS: (317) 633-7000

o
5088¢ McGAW LABORATORIES NONE 2/30 ANY 5,000 2 to 10
1015 GRANDVIEW AVE
GLENDALE, CA 91201
Com: (213) 246-6521
FIS: (213) 247-2202
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11
LIST OF CONTRACTORS - Continued %5,1-C
CONTRACT CONTRACTOR DOLLAR PROMPT HMINTMOM HAXTNUM
NUMBER ADDRESS & ‘ VOLUME . | PAYMENT ORDER ORDER TIME OF DELIVERY
V797P- TELEPHONE DISCOUNT DISCOUNT (DOLLARS LLA! \YS
o
5062c PARKE-DAVIS & CO NONE NET 50.00 5,000 10
BOX 118 GPO
DETROIT, MI 48232
Com: (313) 567-5300
FIS: (313) 226-6000
o
5063¢ PFIZER LABORATORIES DIV PFIZER INC  NONE NET ANY 5,000 Jtos
235 E 428D ST
NEW YORK, NY 10017
Com: (212) 573-2679
FIS: (212) 460-0100
o
5064¢ PHILIPS ROXANE LABORATORIES INC NONE 1/30 ANY 5,000 10
330 OAK ST
COLUMBUS, OH 43216
Com: (614) 228-5403
FIS: (614) 469-6600
o
5065¢ RIKER LABORATORIES INC NONE 1/3 ANY (5% 5,000 10
19901 NORDHOFF ST Service
NORTHRIDGE, CA 91324 Charge for
Com: (213) 341-1300 orders less
FTIS: (213) 6882000 $50.00)
o .
5066¢ SMITH, KLINE & FRENCH LABORATORIES NONE 2/30 ANY 5,000 10
DIV OF SMITH/KLINE CORP
1500 SPRING GARDEN ST
PHILADELPHIA, PA 19101
Com: (215) 564~2400 N
FIS: (215) 597-3311 N
°
5067¢c E R SQUIBB & SONS INC NONE NET ANY 5,000 10
BOX 4000
PRINCETON, NJ 08540
Com: (609) 921-4080 & 921-4081
FIS: (201) 645-3000
o .
5068¢ THE UPJOHN CO NONE NET ANY 5,000 10

7000 PORTAGE RD

KALAMAZ00, MI 49001
Com: (616) 381-1010, EXT 76
FTS: (616) 962-6511

CROSS REFERENCE TO RELATED SCHEDULES

EC PART  SECTION RELATED ITEMS
65 1 A B DRUGS AND PHARMACEUTICAL PRODUCTS
65 1 B DRUGS AND PHARMACEUTICAL PROD.YCTS
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AMICILLIN CAPSULES
ANTINEHOPHILIC FACTOR (Human)

DEXTROSE :
2-1/2% in water

5% in water
10% in water
20% in water
50% in water
2-1/2% in 1/2 strength normal saline
5% in 1/2 strength normal saline
5% in normal saline
10% in normal saline
EXTENDED INSULIN ZINC SUSPENSION
FRUCTOSE 10% INJECTION
INSULIN GLOBIN INJECTIONS
INSULIN INJECTIONS
INSULIN ZINC SUSPENSION
ISOPHANE INSULIN SUSPENSION
KETAMINE HYDROCHLORIDE INJECTIONS
LACTATED RINGERS INJECTIONS
LIDOCAINE HYDROCHLORIDE INJECTIONS:
7

LIDOCAINE HYDROCHLORIDE INJECTION with
Epinephrine:
1%

2%

osA DC 74.5758

12
ALPHABETICAL INDEX

67 - 69
26

70, 71
72-75
76 - 78
79

80

81

82 - 84
85 - 87
88, 89
36-3A - 36-3C
99

29 - 308
284 - 28C
33 - 343
31 - 328
52 - 53
9% - 96
14 - 16
17 - 19
12

13

MEPERIDINE HYDROCHLORIED INJECTIONS:
Cartridge Needle Units
Ampuls
NORMAL SALINE SOLUTION
NORMAL SERUM ALBUMIN (Human):
gzall: Poor 25%
PILOCARPINE HYDROCHLORIED OPHTHALMIC SOLUTION
PLASMA PROTEIN FRANCTION (Human)
POTASSIUM CHLORIED INJECTION

PROCHLORPERAZINE EDISYLATE:
Injection

Liquid, Oral
Syrup

PROCHLORPERAZINE MALEATE:
Capsules
Tablets
PROCHLORPERAZINE SUPPOSITORIES
PROMPT INSULIN ZINC SUSPENSION
PROTAMINE ZINC INSULIN SUSPENSION
RESERPINE TABLETS
RINGERS INJECTIONS
SODIUM BICARBONATE 5% INJECTION
SODIUM HEPARIN INJECTIONS
SODIUM WARFARIN TABS

TETANUS IMMUNE GLOBULIN

TRIFLUOPERAZINE HYDROCHLORIDE :
Concentrate
Injections
Tablets

45 - 48
49 - 51

90 - 93

20A, 208

21 - 23

37 - 40

2, 25

41, 42

119 - 121 and

124 - 126
122, 123
140

127 - 136
141 - 149

137 - 139
36-2A - 36-2C
35 - 36-1B
43, 44

97, 98

.100

1-11

54 - 66

27

101

102, 103
104 - 118
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Senator Nerson. Please proceed.

Dr. Lee. In your item 2 which has to do with actions on the
Comptroller General’s report, it proposes a number of changes in
the management of our drug procurement program. We have indi-
cated our general agreement with this report and our intention to
implement those recommendations which relate to the VA. The cur-
rent status of each recommendation involving us is as follows:

A study led by OMB with representatives of GSA, DOD, VA and
TISW, has been completed and is currently being circulated to the
heads of the departments and agencies concerned for final decision.
The study and report relate to other medical items as well as
drugs, and proposes the consolidation of requirements, the use of
both VA and DOD central systems to purchase and distribute all
Federal agencies’ medical requirements, the authorization to field
installations of VA and DOD to use the central purchase and dis-
tribution facilities of either agency. I note this was a point made
by General Hayes this morning.

We anticipate that the final positions and a Government policy
will be developed on this report shortly. In the meantime, discus-
sions have already begun between DOD and VA officials on the
;net{xods and procedures necessary to achieve central purchasing

acility. '

We have, for several years, checked with the Defense Personnel
Support Center prior to initiation of purchase action from our
Marketing Center. If DPSC has the item in stock at a favorable
price, we requisition from them rather than purchase from com-
mercial suppliers. Our current level of procurement of drugs from
DPSC is $800,000 annually. We also acquired over $400,000 in drugs
from the medical emergency stockpile in fiscal year 1973. Altogether
in fiscal year 1973, our sales of drugs to other Federal Government
agencies from our own central supply system amounted to $3,500,000.
We awarded contracts valued at $54 million, which they used.

The GAO report contained a recommendation that the VA should
develop specifications for all new drugs which VA decides to
manage centrally. We have implemented this recommendation to
the extent we feel it appropriate. That is, 175 items which can be
procured competitively. We have developed specifications for those
items which can be procured competitively. We feel it is unnecessary
to develop specifications for those drug items for which we know
there can be no competition because of patents, or if the drug is
sufficiently prescribed in official .compendia.

Another recommendation proposes that DOD and the VA should
consider jointly developing specifications which would satisfy all
Federal agencies’ drug requirements. We are happy to go forward
with this. As a matter of fact, we have used the DOD specifications
in developing our own for drug products. :

We accept this recommendation. We have for several years used
DOD specifications, modified as required, in developing VA speci-
fications for drug products. At the same time, we have made avail-
able our specifications to DOD. A control system would assure ‘i
more effective joint effort and, in most instances, would result in a
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single specification which would be Federal rather than an agency
specification. We will approach DOD to_establish such a system.

Another recommendation was that the VA should make a number
of changes in its existing system for reporting VA field station drug
procurements, and should insist that Federal Supply Schedule con-
tractors report detailed sales data when required by contracts.

We are currently improving our internal reporting system. This
recommendation did not propose any change in data input, but
rather that the data be consolidated into different report formats
and that greater care be exercised in accurate reporting. We plan
to supplement our current reports with summary reports as pro-
posed by GAO. We expect to implement this summary reporting

“system for the period ending June 30, 1974. Our computer system
is currently being programed to accomplish this.

We are working with the General Services Administration on
the problem of reporting of vendor sales. That is not an easy thing,
the impact of contractors’ operating costs, this has a particular ad-
verse effect on a small business firm.

If the Federal Government imposes detailed and complex re-
porting systems upon contractors, this impacts the contractor’s oper-
ating costs. This has a particularly adverse effect upon the small
business firm. OQur past practice has been to rely upon the amount
and type of data available from each firm’s existing internal re-
porting process. This has resulted in a lack of uniformity of data
and the inability to assess its validity. In some instances, we feel
firms tend to understate the volume of sales to the Federal Govern-
ment. Others appear to have overstated such sales in order to retain
marginally justified contracts. Few firms maintain records of sales
both by individual item and individual Federal activity in a readily
retrievable form. :

On the two most widely used commodities by VA—drugs and food
—we have relied upon our own internal reporting of field station
purchases and orders rather than upon vendors’ sales records. This
is an alternative, but might prove too costly if extended Govern-
mentwide. We will continue to work with the General Services Ad-
ministration, which has regulatory responsibility in this matter, to
improve existing vendor sales reporting systems.

Another recommendation proposes that the DOD and VA con-
sider using a standardized coding system, such as the National Drug
Code. The VA has already decided to use the National Drug Code
for identifying drug purchases. We cannot fully implement this
decision until HEW completes the assignment of National Drug
Codes to virtually all items. We have already begun input of the
NDC where available into our records, so that we can begin its use
when the system is complete. Our information is that it is about
75 percent completed. It is a responsibility of the HEW and one
over which we have not sought nor do we seek any control.

The final GAO recommendation affecting the VA was that the
DOD, HEW and VA should review the frequency and types of in-
spections required and the related changes needed to facilitate the
transfer to FDA of all quality assurance responsibilities pertaining
to purchases of drugs by Federal agencies. ’
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I would like to discuss this if you wish, in some detail, because
T know it is a point of interest to the committee. .

This is your third issue, consolidation of quality assurance In
FDA. The truth is we have substantially relied upon the FDA for
quality assurance in our drug procurement program for many
years. Our position is—and has consistently been—that we are will-
ing to rely upon FDA for a comprehensive quality assurance pro-
gram, providing FDA makes the necessary information available
to us in a reliable and timely manner.

Senator NeLson. Do they? ‘

Dr. Lee. They have in many instances. In some they have not,
and we have had discussions with FDA officials in recent weeks to
indicate our VA requirements. It looks as though we can have them
met in each instance, yes, sir.

For the past 15 years, we have relied upon the FDA laboratories
to perform drug assay and testing of those drugs VA procures.
Those items we identify as requiring testing before issue to our
hospitals are received at our supply depots and placed in quarantine.
Random samples are selected by VA personnel from each lot or
batch and sent to FDA laboratories, usually the one in Cincinnati,
Ohio, for assay and testing. After the results are reported to us, we
either remove the drug from quarantine and place it in stock for
issue, or, if the report is unfavorable, return the drug to the vendor
as rejected merchandise. We also select random samples from items
delivered under Federal Supply Schedules and submit them for
test in a similar manner. Currently, we are sending about 1,400
items a year to FDA for laboratory testing. We reimburse the FDA
for this service. v

We rely on both FDA and DOD inspections made by those agen-
cies for their own purposes where feasible. We attempt to deter-
mine from them or from prospective contractors if either of these
two agencies has inspected the contractors’ plants within the past
12 months. We receive copies of inspection reports from DOD, but
not from FDA. Current discussions will, we believe, develop in-
creased information exchange with FDA that has not been routine
up to now. To supplement FDA and DOD information, we employ
two pharmacists at our Marketing Center, each of whom devotes
approximately one-half his time to performing plant inspections
and quality control.

If neither FDA nor DOD has inspected a facility in which we
are interested in the past 12 months, we conduct our own inspec-
tions, using the inspection guidelines developed from material
obtained from DOD and from Good Manufacturing Practices pub-
lished by FDA. In addition, we also review the vendor’s capacity,
performance and delivery capability as well as other matters re-
lated to contract administration. During the first 4 months of the
current fiscal year, VA officials inspected 28 plants. We declined to
contract with six firms because of our findings. We did not find
evidence in these cases of production of adulterated or dangerous
drugs. We would, of course, have reported any such instances to the
FDA had we encountered them.
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I previously stated that if we are assured of adequate and timely
information, we can accept GAO’s recommendation to rely upon
FDA for quality assurance—both for plant inspections and labora-
tory testing. We mentioned preliminary discussions with HEW and
FDA officials to accomplish this. We expect the discussions to result
in early implementation.

In 1973, VA did 130 inspections and our rejection rate was 32
percent. .

Senator Nerson. For failure to meet manufacturing requirements?

Mr. Cook. For a variety of reasons, for contractual requirements
as well as those reasons going to the heart of the drug; quality.
Some of them were what we felt were not adequate good manufac-
turing practices. We did not find any that were gross violations of
manufacturing practices. -

Senator NELson. When you say contract reasons, they could not
meet the contract schedule? ‘

Mr. Cook. In some instances we felt they were unable to meet the
delivery schedule they had said they could meet.

Senator NeLson. Do you have a breakdown of the reasons that
could be submitted for the record?

Mr. Cooxk. It will be submitted for the record.

[The information referred to follows:]

REASONS FOR REJECTION OF CONTRACTORS’ FACILITIES
BY VA INsPECTORS FIscAL YEAR 1973

1. Two firms failed to demonstrate operation capacity to produce in accord-
ance with VA delivery requirements. '
2. Forty firms were rejected for the following reasons. Most of the firms were

rejected for more than one reason:
QUALITY CONTROLS

(@) Commingling of processed materials with raw materials and/or tested
and quarantined items—23

(b) Incomplete listing of chemical components of raw and finished ma-
terials—14

(¢) Lack of labelling controls—9

(d) Equipment not calibrated—8

(e) Stability program lacking—S8

HOUSEKEEPING

No specific requirements for cleaning processing equipment—10

Inadequate air exhaust—1

Floors encrusted with materials and peeling paint in processing area—2

Lack of screening of windows and doors—2

Mr. GorooN. Do you have any problems which are considered
serious ¢

Mr. Cook. We had a few that we considered serious, one a couple
of weeks ago on the west coast in which we found that there were
capsule problems in this case. They were contaminated.

Mr. Gorpon. What company was that?

Mr. Cooxk. Syntex, I believe.

Mr. Gorpon. What about your other serious problems?

Mr. Cook. And recent problem with Abbott Laboratories which
we felt were serious.
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Mr. Gorbox. Both members of the Pharmaceutical Manufacturers
Association, by the way.

Mr. Coox. I do not know.

Mr. Goroon. How about small firms? ) :

Mr. Cook. Yes, one small firm inspected within the last couple
of weeks. I do not remember—it is in Chicago, in which they had
a number of deficiencies we felt which indicated we should not
contract with them. ,

Mr. Goroon. You have reported that incident to the FDA, T take
it?

Mr. Cooxk. Yes.

Dr. Lre. Every reasonable effort must be made to_treat all VA
patients with the most effective therapeutic agents indicated, which
will be procured at the most favorable price that can be obtained.

Since there are differences of opinion on the effectiveness of many
drug products and valid differences in approach to the selection of
therapeutic regimens, we cannot rigidly restrict professional prac-
tices by administrative direction.

We “will rely upon our therapeutics agents and pharmacy re-
views committees at each of our field stations to carefully screen
all drugs approved for use at their stations to assure the most
effective products are selected for inclusion in the local formulary
each hospital maintains.

Mr. Cook. We do not feel that the violations were violations of
the law, of the Pure Food and Drug Act. We felt they were prac-
tices we did not feel were those we wanted the firms supplying us
the product at that time under those conditions.

Mr. Goroon. You are not talking about the three serious ones
you mentioned before?

Mr. Cook. Yes, sir. They had not used these capsules. They were
there but they were not used on our product.

Senator NELSON. Are you saying that these discrepancies or what-
ever you wish to call them, did not violate the standards of good
manufacturing established by the FDA? ‘

Mr. Cook. Senator, I am not sure that I am prepared to even
judge that. I am saying I did not, in the case, for example, of one
of the firms where there were capsules contaminated, we had no
evidence they were using them. We decided we would wait until
those capsules were out of the plant before we contracted with the
firm, in any event. ’

Dr. Lee. Your fourth issue in the questions which were given to
us is the use of formularies. '

The VA adopted the American Hospital Formulary Service as
our agency-wide formulary. We have required for many years that
each hospital maintain a formulary for those drugs which are ap-
proved for use at that hospital. The formulary consists of mono-,
graphs on those drugs selected by the station therapeutics agents and
pharmacy review committee. Through peer review of the preserib-
ing practices of our staff physicions, we are assured that the knowl-
edge and information of those responsible for patient treatment are
combined in determining which drugs will be in the station formu-
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lary. Committee members raise questions as to the safety and efficacy
of specific drugs and combine their knowledge to evaluate and select
the best agent. Both staff physicians and fee basis physicians are
expected to prescribe only those drugs in the station formulary.
For our in-patient program, exceptions are made when the indi-
vidual physician determines he will accept only the specific item
prescribed. Physicians desiring to continue to use items not in sta-
tion formularies are required to submit to the station committee
their reasons, and to justify their inclusion in the station formulary
or substitute the necessity for a continuing exception. This formu-
lary system we currently use is the one which we feel most effec-
tively meets the widespread and diverse VA needs.

Senator NerLson. Because of the time situation I want to be sure
to raise one issue with you, which shocks me. It has nothing to do
with VA, but with one of your suppliers, the Merck Co., and the
drug is Aldomet, an anti-hypertensive. I raise this because it seems
to me to be a very important policy question for the Government.
As you know, Merck synthesized this drug in 1953 and secured a
patent. They could find no use or value for the drug. The National
Heart Institute (NHI) took the drug and did some experimenting
and created the use for the drug at the expense to the taxpayer.

I shall read from the Senate Appropriations Committee hearings
on HEW appropriations for 1965. It says here on page 1310 that:

~However, for several years after its synthesis in 1958, alpha-methyl DOPA
(which is Aldomet), was of interest only as a research tool for studies on
amine metabolisms, since neither it nor any of its chemical relatives demon-
strated any effect whatsoever on blood pressure in animal studies. Despite
evidence of any demonstrable blood-pressure effects in animals, the National
‘Heart Institute scientists became interested in alpha-methyl DOPA in 1958
They. felt that it might possibly be useful for the treatment of pheochromocy-
toma or malignant careinoid. . . . So the NHI scientists cautiously tested the
drug in some patients with pheochromocytoma or malignant carcinoid. Parallel
biochemical ‘studies were also undertaken in several patients with hyperten-
sion. . . . Had this drug not been tested in humans, it might even today be
considered simply another research tool for studies in amine metabolism. In-
stead, under the trade name Aldonet, the drug has proved to be a valuable
new addition to the physician’'s arsenal of drugs against hypertension.

Also, in hearings before the House Ap%ropriations Committee for
1966 HEW appropriations, NHI testified that:

It is probable that Aldomet would never have made the grade if NHI sci-
entists had not tried it in human subjects despite its lack of hypertensive
action when tested in laboratory animals. The near accidental discovery of
ity effectiveness in hypertensive patients resulted in a valuable new drug. In
long-term clinical trials at NHI, Aldomet has effectively controlled blood pres-
sure in about two-thirds of hypertensive patients in which it has been tried.

So the use of the drug was discovered and developed by scien-
tists at the National Heart Institute. It is interesting to note that
in 1970 the sales of this drug were $33,200,000. One year later in
1971 it had jumped to $42 million, which would make it one of the
top-selling drugs in the country. .

I also note, and correct me if I am wrong, that VA spends more
money on this drug than on any other drug, is that correct?

Dr. Lre. We need to go back a little in history before we can
answer that question. :
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Senator NeLson. Let me finish the question. I am only reciting
the facts thus far. ~

I understand that, though this was developed by the Government
as it clearly was, and is a big seller, when VA seeks to purchase
the drug, Merck refuses to give any discount, well, only 38 percent
which is not enough to warrant buying it through your central
" purchasing system. S

Dr. Lk, it is correct. We are purchasing approximately a mil-
lion dollars worth of that drug a year at the present time. The
historic study of hypertension and control of mild hypertension
thereby controlling severe hypertension and stroke and so forth,
was initiated in VA by Dr. Freis. He demonstrated that early
treatment of hypertension did prevent the frequency of cardio-
vascular attacks, both coronary and stroke. As a matter of fact, he
won the Lasker Award 4 years ago for that particular finding.
Having done so, we felt that his findings demonstrated to the Vet-
erans Administration that we had best see if we could not apply
this in patients. '

Senator Nerson. Which drug was this? _

Dr. Lee. This research finding was the fact that treatment for
hypertension will sustain these people longer. There are several drugs
which can be used in this area. ke

My point is at the present time, we have screened well ‘over

100,000 patients who have other than hypertensive problems and find
that approximately one-third of these people have what by definition
is a hypertensive level that needs to be followed. Of that one-third,
half of them need treatment. What I am saying is that this is a big
problem, that it is increasing and that there will be a lot more pur-
chases of these anti-hypertensive drugs. A policy needs to be devel-
oped not only on the Heart Institute’s finding on the Aldomet itself
but we are all getting into this problem of early hypertension and
stroke. This is a problem.
_ Senator Nerson. Well, now that I realize NHI developed the use,
it shocks me that they would not get a use patent for this drng. It
bothers me more that they have given the Merck Co. a very valuable
drug, and the company ‘would not even give VA a break on the pur-
- chase price; what is your observation about that?

Mr. Cook. Senator, this is the largest single drug item which we
procure from our Federal Supply Schedule. It is not the largest use
item in the Agency. v o

Senator NerLsoN. It is the largest item on the Federal Supply
Schedule, and it is $1 million a year? e

Mr. Cooxk. Yes, sir. SRR

Senator NeLsoN. And as Dr. Lee just testified, it will be larger?

Mr. Cook. Yes. ' '

Senator Nerson. And it amounts, to about—what do you say are
the total purchases? ‘ ‘

Mr. Cook. Last year it was $86 million. Tt will be $112 million this
year. ‘

_Senator Nerson. It is a large item. I just wonder what your reac-
tion is or what does Merck tell you when you negotiate with them
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and they do not give you a discount sufficient to make it worthwhile
to put it into your depot system ? :

Mr. Coox. Merck has given us a discount for the product over the
commercial price in placing it on the Federal Supply Schedule. They
have not given us sufficiently greater discount to make it worth our
while to offset the cost, as a matter of fact, of placing it in our cen-
tral depot system.

The current price which they have offered us, I think the schedule
price is a little higher, for the 250 milligram 100 tablet bottle is
$5.01. I believe that is below—certainly it is below the retail market
price. I can personally attest to that because I use the product. I
know what I pay for 1t.

Senator NeLson. What do you pay for it retail ?

Mr. Cooxk. $8.

Senator Nerson. So they are giving the Government the mag-
nificent break of selling it for $5. I would guess, then, that the re-
tailer is buying it about as cheaply as the Government.

Mr. Cook. That is possible, sir.

Dr. Lee. You asked our reaction, sir, and our reactions are two.

The first is we would like to negotiate a better price. The other
is something we have been following through repeatedly and are
doing so in this particular instance, and that is to seek through re-
search in the VA drugs which are equally effective, perhaps less in
price. .

Senator NELsoN. You say you get it from the Federal Supply
Scehdule for $5——

Mr. Cook. The Federal Supply Schedule.

Senator NeLson. You are able to purchase it at retail for $8¢

Mr. Coox. Yes, sir. '

Senator NELsoN. It would surprise me if the Government is get-
ting it any cheaper than the retailer because it has to go to the
wholesaler and from there to the retailer, each one getting a markup.
The average retail markup around the country has been about
66-2/3 percent. If that is so, the Government is paying as much to
Merck as the retailer. But it shocks me that a company would take
the benefit of the research of the Federal Government, the drug
then becoming one of its largest sellers—a drug for which the use
was discovered, developed, proven by a Federal institution—and
then turn around and not give them a break on the price. If NHI
had taken a use patent on it as we should have, we would have
been able to get a fair break on it.

Mr. Cook. We intend continuing to negotiate with them. :

Senator NeLsoxn. Let us know how you come out. I will check the
price that is supplied to the retailer.

Please proceed.

Dr. Lee. We are coming to the conclusion of our statement, Mr.
Chairman. ‘ 4 ,

Every effort is made to assure that VA does not expend more
than necessary for drug products. The problem is both simple and

complex. It appears simple, since the mechanisms are available for
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determining the reasonable price of a drug product. It is complex
in that the selection of which drugs to use must be made from among
thousands of possible choices, relying upon the memory, ready
reference and experience of many persons making these choices.
We feel the need for education of physicians on those prescribing
practices which will result in minimizing the cost of drugs is an
area where we can assist; but it is one which can best be met
through the combined efforts of the Federal Government, the med-
ical academic community, those responsible for providing support .
to health care delivery programs, and the Congress in its delibera-
tions upon national health programs. We believe the soundest ap-
proach to rational selection of suitable drugs at reasonable costs is
through education of physicians, patients, and support personnel,
and that we should promote the widest dissemination of informa-
tion on the relative quality and efficacy of drug products marketed
in this country. Where reasonable doubt exists on the relative qual-
ity and efficacy of competing products, it should be resolved by
appropriate research and clinical testing, and our staff is exceedingly
active in a great deal of this, including the hypertensive drugs. We
are engaged in a VA effort internally and are ready to utilize the
resource in assisting, if you like, in a wider Federal program to
achieve these goals, the education, obviously the dissemination of
the various drug usages, the purchases and controls, and we are
happy to go forward with this committee and think there has been
a good deal of progress made in the past few years.

Senator NeLson. Thank you very much, Doctor.

I have one final question. I note from your statement that $34
million out of the $41 million central purchasing are sole source
items. The question I would be interested in is how many different
compounds does this represent? This is what I am getting at.
Panels of the National Academy of Sciences-National Research
Council concluded that tetracycline—I do not want to present this
as a quote—would be the drug of choice of that particular family
of antibiotics. There might be some exceptions. But you have a
whole list of analogs of tetracycline, such as oxytetracycline (trade
name: Terramycin) which is much more expensive, chlortetracycline,
(trade name: Aureomycin), and as you look at the price schedules
of those drugs they are much more expensive. A number of other dis-
tinguished witnesses, clinicians who say tetracycline is the drug that
ought to be used, although there may be some circumstances when
another tetracycline may be helpful. How much of this sole source
purchasing is due to the purchase of one of the tetracycline family

_other than tetracycline itself? Do you have any notion about that?
If you do not, could you supply us an example ¢

Mr. Coox. It is not among these 369. It is purchased by us on
a competitive or generic basis. I cannot tell you specifically——

Senator Nerson. You say you purchase tetracycline on a com-
petitive basis?

Mr. Cook. Yes, sir, and we do not have the others in our system.

Senator NeLson. You do not have them in your system?
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Mr. Coox. No. .

Senator NeLsoN. Are there other examples of the kind I am think-
ing of # We have seen many times on some DOD purchasing that the
specs were drafted in such a way that one of the analogs of one of
the classes of drugs ends up being purchased on a negotiated sole
source basis simply because that was the specification that was
drafted to fit that particular brand of that particular class of drug.

Do you have any notion whether that occurs in any percentage
amount of this $34 million that you buy?

Mr. Cook. I can try to provide that for the record later. I will
state from general information I am sure there are some of this
$34 million that are similar analogs of each other. None of them,
T hope, are there because of the specification that made them sole
source.

[ The information referred to follows:]

ITEMS OF SIMILAR ANAL0OGS CARRIED IN VA DEPOT STOCKS

Of the 869 items in VA Depot stocks as sole source, 6 items representing a
total of 17 different analogs are stocked. The remaining 352 are unique prod-
ucts not duplicated in the system. Three analogs of cephalosporin account for
8% or $3.8 million of the total Depot sales volume. The remaining 14 analogs
account for 2% or $99:,000 of the total Depot sales.

Mr. Gorbon. Actually you are buying in dollar terms only 17
percent of your drugs on a competitive basis; is that correct?

Mzr. Coox. On the basis of dollars, yes.

Mr. Gorooxn. That is a pretty small percentage, wouldn’t you say?

Mr. Coor. On the basis of dollars it is. If generic drugs are
cheaper your dollar value has to be less.

Senator Nevson. On that point, if you are taking bids on a drug,
the brand name that is selling at a very high price at the retail
market may out-compete a generic drug in a bid.

Mr. Coor. Many times they do.

Senator NEvson. We have seen ‘drugs which are as much as 20,
30, or even 40 times as much in the retail marketplace as the same
manufacturer’s bids to DOD or the city of New York. If you take
a bid it isn’t just for a generic drug, it 1s a bid by the generic name,
asking for the drug from any reliable source?

Mr. Cooxk. That is correct.

Senator NELsoN. And a brand name may out compete ?

Mr. Cook. In many instances they do. .

Mr. Goroon. I brought to your attention the fact that in Canada
you can get the same drugs, not necessarily by the same company,
the same drugs that are sold here. In Canada they are much less.
Why can’t the VA buy in Canada?

Mr. Coox. Mr. Gordon, we approached 11 Canadian firms con-
eerning specific products, and inquired of them if they were inter-
ested in selling to the Veterans Administration in the United States.
The responses that we got initially were no, for two reasons. One
reason was in some cases they were operating under a license that
did not permit sale or export from Canada to any place, not just
the United States. o :
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Their second reason was they did not have NDA’s to market and
sell the product in the United States. We suggested they might
perhaps apply. So far none have, so we cannot purchase the drug
unless they hold some type of NDA for its marketing in the United
States. ~

Mr. Gorpox. Well, they can get an NDA if it is worth their while.

Mr. Coox. If they wish.

Mr. Goroon. But it is the patent problem that is troubling you.

Mr. Cook. Probably. ‘

Mr. Gorbox. How about pentaerithratol tetranitrate? You can buy
that domestically at a much lesser price. How come you are paying
such high prices for it? You paid $9.44 under direct purchase;
$27.41 from FSS; and a high of $27 and a low of $24.65 through
Jocal purchase. You could get it in Canada for a much, much
lower price, and even in the United States for as low as $1.65 under
its generic name.

Mr. Haroing. May I respond ? L .

This happens to be one of those drugs which is on the “possibly
effective” list on which we are awaiting the final decision of the
NAS-NRC studies.

Senator Nerson. I thought you had removed everything on the
“possibly effective” list.

Mr. Haroine. No, sir. If there is nothing in the higher categories
that the doctor is sure will work then we will still maintain that
“possibly effective.” We don’t have too many of those left, but a
few. This is true of all the Government agencies, not only the VA.

But the reason that we have had to do this, this is a drug where
many patients became upset when they heard this drug was going
to be removed from the market. This is still under study and until
studies are completed we are holding—

Senator Nerson. Do I understand correctly that you do continue
to stock drugs classified by the National Academy of Sciences-Na-
tion’a,ml2 Research Council as “possibly effective,” and “probably effec-
tive

Mr. Haroine. We do not stock those classified “ineffective.” The
others we stock only if there is nothing appropriate in a higher
category. :

Mr. Coox. To put that in perspective, Senator, there are less
than three dozen “possibly effectives” our people have identified
where no drug of greater effectiveness than this classification on
the market. .

Mr. Goroon. But you are paying $9.44 for a thousand tablets o
10 milligram pentaerithratol tablets, is that correct? :

_ Mr. Haroina. That happens to be one of those very well marked
items and a heart patient is not very happy to have his. drugs
switched around. As long as there is a study—I have stood at the
window many, many times and tried to tell someone the other drug
was the same thing, but with that type of patient I am very reluc-
tant to do that. So we have kept that drug for that reason.

1 Mré GorpoN. You mean the patient demands the higher priced

rug
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Mr. Haroing. The patient demands the drug he has been getting.
It is identified as such. ’

By the way, I might add one other statement. All drugs have a
generic name. The brand name is only the name the company has
attached to it. When only one company manufactures a drug that

is still generic purchasing. If someone else comes along
" Senator Nerson. I understand that. I wanted to be sure we weren’t
talking only about a generic'fanufacturer v. a brand name.

Mzr. Gorbon. Just one question.

Is it possible within a specified time, let’s say 6 months, to bring

that 17 percent bought on a competitive basis up to 25 percent ¢ .

' Mr. Harpine. I would say on that, sir, yes, if there is enough
competition in the sole source drugs or also if there are enough of
the generic products at high enough cost go into the generic compe-
tition.

"~ Mr. Coog. It is possible. I cai’t tell you whether it will be 25 or
something less than that or gruater than that. One of the things
we do know, in quite recent times there have been a number of
drugs previously patent protected, on which the patents have ex-
pired and the number of firms obtaining NDASs’ to make these drugs
have been substantial within the last 2 or 3 months.

Senator Nerson. Thank you very much, gentlemen.

The hearings will open again tomorrow with Dr. Edwards. -

[Whereupon, at 12:00 p.m., the committee recessed, to reconvene
at 10:10 a.m., Wednesday, March 6, 1974.]
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(Present Status of Competition in the Pharmaceutical
Industry) |

WEDNESDAY, MARCH 6, 1974

U.S. SENATE,
SuBcoMMITTEE ON MONOPOLY OF THE
SeLect CoMMITTEE ON SmALL BUSINESS,
Washington, D.C.

The subcommittee met, pursuant to recess, at 10 a.m., in room
6202, Dirksen Senate Office Building, Senator Gaylord Nelson [chair-
man of the subcommittee] presiding. *

Present: Senators Nelson and Beall.

Also present : Chester H. Smith, Staff Director and General Coun-
sel; Benjamin Gordon, Staff Economist ; and John O. Adams, Minor-
ity Counsel.

Senator NErson. Our witness this morning is Dr. Charles Ed-
wards, Assistant Secretary for Health, Department of Health,
- Education, and Welfare. I don’t know in what order your associates
are seated. If you would have them identify themselves for the record
for the reporter, Dr. Edwards.

STATEMENT OF CHARLES C. EDWARDS, M.D., ASSISTANT SECRE-
TARY FOR HEALTH, DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE, ACCOMPANIED BY JOHN JENNINGS, M.D., ASSOCIATE

. COMMISSIONER FOR MEDICAL AFFAIRS, FOOD AND DRUG AD-
MINISTRATION, DHEW; KEITH WIEKEL, M.D., ASSOCIATE AD-
MINISTRATOR FOR PLANNING AND EVALUATION, LEGISLATION,
HEALTH SERVICES ADMINISTRATION, DHEW; MARK NOVITCH,
M.D, DEPUTY ASSOCIATE COMMISSIONER FOR MEDICAL AF-
FAIRS, FOOD AND DRUG ADMINISTRATION, DHEW; VINCE
GARDNER, CHIEF, DRUG STUDIES BRANCH, SOCIAL SECURITY
ADMINISTRATION, DHEW; AND FRANK SAMUEL, DEPUTY AS-
SISTANT SECRETARY FOR LEGISLATION (HEALTH) DHEW

Dr. Epwaros. Thank you, Mr. Chairman, Senator Beall.

Let me identify my colleagues. On my right, whom you know well,
Dr. John Jennings, Associate Commissioner of the Food and Diug
Administration. Dr. Mark Novitch, who is the Deputy Associate

(10483)
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Commissioner for Medical Affairs of FDA. On my left, at the far
end, is Mr. Vince Gardner, the Chief of the Drug Studies Branch
of the Secial Security Administration. Next to him is Mr. Frank
Samuel, Deputy Assistant Secretary for Legislation. And on my
immediate left is Dr. Keith Wiekel, the Associate Administrator
for Planning, Evaluation and Legislation of the Health Services
Administration.

Senator Nerson. Go ahead, Doctor. Present your statement how-
ever you desire. -

Dr. Epwaros. Thank you, Mr. Chairman. We are delighted to
have the opportunity to discuss with you this morning the issue of
our drug quality assurance programs and the effect these may have
on Federal procurement policy. We are also pleased to have this
opportunity to update the Congress on the implementation of the
revised drug reimbursement policy that was announced by Secre-
tary Weinberger in -December.

Your most recent investigation of the first of these issues began
February 20 when Dr. Alexander Schmidt of the Food and Drug
Administration outlined the quality control and other regulatory
activities of the Department of Health, Education, and Welfare
which serve to guarantee the safety and efficacy of pharmaceutical -
products sold throughout the United States. These include many
different programs—inspection of drug manufacturers, monitoring
of marketed drugs, batch certification, adverse reaction reporting,
to mention ontly a few. I will not add further to that testimony ex-
cept to restate our belief that these activities have served and con-
tinue to serve the quality control needs of all drug purchasers in
this country. ‘

As you know, Mr. Chairman, the GAO report of December 1973
recommended that separate quality assurance activities of the De-
fense Department, Veterans Administration and the Food and Drug
Administration be consolidated into one organization. We believe
this is an excellent recommendation and that the FDA is the ap-
propriate and the obvious organization to carry this out. The FDA
has already begun discussions with representatives of the Defense
Department and the Veterans Administration. These discussions
will continue, and we expect that positive actions can be taken in
the very near future.

Senator NeLson. This will involve all the agencies of Federal
Government that procure drugs?

Dr. Epwarps. Yes, sir.

Senator NeLson. Mainly DOD and VA?

Dr. Epwaros. Primarily VA and DOD.

Senator Nerson. If T recall the testimony correctly, the other day
Dr. Lee of the VA said that they do rely or intend to rely or will
be relying, I believe, exclusively upon FDA. Is that correct?

Dr. Epwarps. That is correct. We have more and more taken
over this function for the VA and T think for all practical purposes
it is fairlv complete at this point in time.

Senator Nerson. Do vou have any target date on reaching this
arrangement with the DOD?
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Dr. Epwaros. I am not just sure. Dr. Jennings, do you have
any—— .

Iy)r. Jennives. I don’t think any specific target date has been
established as yet, Senator. We are in the exploratory phase at the
present time. I think if this comes to pass, it will probably be a
gradual acquisition of these responsibilities. )

Senator NeLson. Well, as I recall it, the FDA has something over
800 inspectors now in the field, is that correct?

Dr. Epwanps. Yes, sir.

Senator NeLson. And DOD has about 20¢

Dr. Epwarps. I think it is between 20 and 30.

Senator NeLsoN. Would that mean that ultimately those 20 would
be assigned to FDA or——

Dr. Epwarps. I think that is one of the issues that we are cur-
rently debating with the Department of Defense. In assuming these
responsibilities we would obviously like to have the resources that
they have been utilizing move over to the FDA and become part of
the Food and Drug Administration’s operation. I think this can be -
worked out but some of the details have not yet been. I would cer-
tainly hope, Mr. Chairman, that this isn’t something that is pro-
longed over an extended period of time but rather that we can get
this accomplished literally within the next couple of months.

Senator NerLson. Is my memory correct? Are additional inspectors
for FDA recommended in the current budget?

Dr. Epwarps. In the 1975 budget?

Senator NeLson. Yes.

Dr. Epwarps. There are some. I can’t give you right offhand the
exact number. But the FDA budget has gone up in the order of
magnitude of $200 million with some additional provisions.

Senator NewLson. You are familiar, of course, with the continual
argument that there are inadequate inspections in order to assure
the physicians that in fact the drugs being put into the market do
meet USP and NF standards. I don’t know the merit of that. As 1
recall, your testimony of a short time ago was that you have a pro-
gram which guarantees now that you will at least get around to
every plant at least once every two and a half years. How many
more inspectors would you need to have an optimum assurance that
good manufacturing practices are being met by those who put drugs
in the marketplace?

Dr. Epwarps. Mr. Chairman, I think it is not just a matter of
inspectors. I think the drug listing law, because we didn’t always
have the kind of information we needed, is going to help a great
deal. T am not sure we can give you the exact number of new posi-
tions we need. .

Dr. Jennings, you might want to speak to that.

Dr. Jennines. No, sir. I don’t think we can state at this time how
many new positions it would require to give assurance that we
;vlguld cover every drug firm every 2 years in the way that we would

ike to. T o

Now. inspection means different things to different people. We

have all levels of inspections. We inspect a plant when, for instance,
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a New Drug Application is filed and is close to approval. We in-
spect the plant specifically for its capability to produce that drug.

Senator NELsoN. You inspect the plants before they in fact pro-
duce that drug or before it is put into the marketplace, right?

Dr. Jennings. Yes, sir. ’

Senator NELsoN. As to their capacity to produce that drug and
meet USP standards? .

Dr. Jennings. USP or NDA standards, whichever is in existence
for that particular drug. Of course, in the course of such an in-
spection there will be a general appraisal of the plant’s capabilities
to produce other drugs. So, I think to say that we are aiming for
only a visit, a housekeeping type of inspection of every plant every
two years, is an oversimplification of the problem. There are differ-
ent levels of inspection that are required for different purposes. I
think we certainly could use more inspectors because as you are
fully aware, the problems of drug quality control seem to become
more complicated as time goes on. The more we know about drugs
and possibilities for things going awry, the more complicated and
the more intensive our inspection efforts must be. But I think the
thing to remember is Dr. Schmid’t testimony of a few weeks ago
that as of now the prescription drug production inspection is essen-
tially up to date. That is, something like 97 percent of the plants
producing 95 percent of the prescription drugs in this country are
currently in inspection.

Senator NerLson. I realize some plants you inspect very frequently,
others not. Is it your view that once every 2 years or so is a fair
assurance that a plant is in compliance or continues to be in com-
pliance with good manufacturing practices? -

Dr. Jennines. I would think that as a minimum a general inspec-
tion for the general capabilities of manufacturing every 2 years
would provide adequate assurance, but I think, estimating manpower
requirements, we would have to remember that there would be need
for interim inspections.

Senator Nevson. There would be what?

Dr. Jenniwes. There would be a requirement for inspections
between those biennial visits for special requirements, either because
a new drug was to be produced and the capabilities for that particu-
lar production would have to be assessed; or because there was some
indication that thére might be a problem because of a complaint,
because our surveillance activities had uncovered a defect. So that
it isn’t simply a matter of a rotation or inspeotions every 2 years.
There is a need for capability for special, and sometimes very ex-
haustive, inspections in addition to the routine every-2-year visit.

Senator NELson. Please go ahead. '

Dr. Epwarps. Just in conclusion on this particular issue, Mr.
Chairman, we feel very strongly and Dr. Schmidt and the FDA
certainly have the Secretary’s and my support in their effort to move
ahead rapidly on this pulling the inspectional capabilities of the
Federal Government together.

As you know, the Department has also recently submitted to Con-
gress a legislative proposal—the Food, Drug and Cosmetic Amend-
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ments of 1974—to significantly assist the FDA in carrying out its
vital mission. These amendments for the first time would provide
FDA with subpoena authority, full factory inspection authority for
all drugs and other products subject to their jurisdiction, and broad
authority to require pertinent records to be maintained and records
to be submitted to the agency. These authorities and others contained
in the bill will assist FDA in obtaining the information they need to
fully and we believe effectively administer the Federal Food, Drug
and Cosmetic Act. We would certainly urge Congress to act on these
amendments as quickly as possible and believe they will serve not
only to assure a higher level of equality for all drugs but also the
other products—foods, cosmetics and medical devices—which FDA
has the responsibility for.

Senator Nrrson. Doctor, when you say the Department has re-
cently submitted to Congress the legislative proposal, is it in bill
form and has it been introduced ? :

Mr. Samvuer. Yes, it has. I would be happy to give you the bill
numbers.

Senator Nerson. I introduced a bill a year ago last February,
S. 960, that does the same thing. Are you familiar with that?

Mr. SamueL. No, sir, I am not.

Dr. Epwarps. I am, yes..

Senator Nerson. You may be able to save yourself a lot of time
by just endorsing my bill.

Mr. SamueL. Or perhaps you can endorse ours.

Dr. Epwaros. It certainly is a possibility.

Senator Nerson. Well, look at it a little more carefully and
see——

Dr. Epwarps. We will.

Senator NELson (continuing). If it might turn into a new classi-
fication of a probability.

Dr. Epwaros. I think that certainly you and I are in agreement
as to what we would like to have.

Senator Nerson. I haven’t read the bill recently, but as I recall
we cover in S. 960 every area you mention in your remarks and some -
more, too.

Dr. Epwarps. As a matter of fact, you go a little further than we
do in several areas. I haven’t compared the two bills recently but I
have in the past. I think you have gone a little further than we
propose to go.

.S};anator NEewson. Then you could just endorse those parts you agree
with.

Dr. Epwaros. I think that again is a possibility.

Senator Nerson. Please proceed.

Dr. Epwarps. Mr. Chairman, I would like to now turn to—to
discuss the issues of our Federal drug procurement policy. As you
know, and I mentioned earlier, in December 1978, Secretary Wein-
berger announced a policy to limit drug reimbursement under pro-
grams administered by the Department to the lowest cost at which
the drug is generally available unless there is a demonstrated differ-
ence in therapeutic effect. We believe this policy could possibly result
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in savings of 5 to 8 percent in the overall HEW reimbursements for
prescription drugs and in addition have a beneficial impact on drug
pricing throughout the country. I would like to take this oppor-
tunity to certainly reaffirm the Department’s commitment to this
policy and assure this committee that regulations to implement this
policy are being developed.

Senator Nerson. I guess :this question would fit just about any
place. As to that policy, I have a list of drugs here. One drug is
Polycillin, which has the generic or official name of ampicillin.

Now, Polycillin wholesales, 100 capsules, 250 milligrams, at $14.85
under the brand name price. Under the generic price, wholesale,
ampicillin is $4.70. :

1 have a whole list here. Ampicillin again, under the trade name
of Penbriten, 100 capsules, 250 milligrams, $14.54, ampicillin, generic
price, $4.70. Here is Pentids 400, 100 tablets, $10.04. Under the
generic name of penicillin G, $1.45, wholesale. .

Will it be your policy, then, that you will reimburse at the
ampicillin generic price, at the penicillin G, generic price, and that
price only? ‘

Dr. Epwarps. Well, I think that is exactly what we are trying
to come to grips with right now. We obviously are not going to
pay the excessive price or the high price. There are a number of
issues that have to be taken into consideration when one is con-
sidering the lowest price and whether or not, first of all, the drug
is generally available. We are trying to establish in what range we
should establish this lowest price generally.

Senator Nerson. But you would agree that ampicillin is gener-
ally available, right?

Dr. Epwarps. That is right.

Senator NeLson. And penicillin G ¢

Dr. Epwarps. Penicillin G, both would be generally available,
that is right.

Senator NeLson. Let us take the antihistamine chlorpheniramine.
Under the trade name of Chlor-Trimeton, a thousand tables, 4 milli-
éf%ms, the price is $21.65. Under its generic name it is available at

.05.

Dr. Epwarps. There is no question that it is generally available
but not necessarily generally available at the lowest price. In other
words, manufactured at the lowest cost doesn’t necessarily mean it
would always be generally available. In other words, we have got
to be certain that when we develop a price on a drug that is truly
available at that price in interstate commerce and you can buy that
drug for the same price in Washington as you could in Los An-

les. It is conceivable that a small manufacturer in the State of

alifornia could sell the drug at a price that was lower than it could
be found any place else in the country and that would not be at the
lowest price generally available.

Senator Nerson. Well—

Dr. Epwarps. What I am saying, we have got to be certain that
we come down at a level that truly is representative—that is one
which would be available throughout the country. And I don’t think
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this is going to be a problem, but we have been playing with a
number of different formulations that would allow us to do this.

Senator Nerson. Well, Chlorpheniramine, maleate is 21 times
higher under the brand name than it is under the generic name.
When you say available in interstate commerce, do you mean avail-
able in every State and every community when you use the phrase
generally available? What do you mean precisely?

Dr. Epwaros. Well, I think it would have to be generally avail-
able at that price throughout the United States. :

Dr. WiekeL. Our position is that it should be available at that
price or lower, whatever we set. In determining what the maximum
reimbursement level should be, we don’t believe we can establish
that maximum reimbursable level at a price which some pharmacies
in the country will not be able to purchase it at. We think that
presents an inequity and that it is possible unless we factor in the
criteria of availability on a national basis, and unless we factor in
the ability of the firms to supply the products on a national basis,
that some pharmacies would not be able to purchase it at the lowest
published price.

Senator NeLson. Well, I don’t think the law is strictly honored by
all the companies but isn’t it correct that the law requires that a
company must sell a drug at the same price to all the pharmacies,
all the druggists, excepting for legitimate quantity discounts?

Dr. Epwaros. Yes, certainly. According to the Robinson-Patman
Act which you are referring to that is the case. We are saying that
in a given situation some manufacturers may not in fact have
national distribution, even though their price is published in the
Red Book or Blue Book or some other reference. We don’t think,
therefore, we can simply take the lowest possible price which is
published. We have to add some additional criteria of availability on
a national basis to insure that all pharmacies can purchase it at
that level. .

Senator NerLson. Well, suppose it is regionally available?

Dr. Epwarpos. Well, Senator, we have looked at this in terms of
some of the medicaid programs where they have a criteria of re-
regional availability. In those States they still end up in the major-
ity of cases using the price levels of national manufacturers that
have positive national distribution. I think that the use of nation-
ally available prices will still allow us to take advantage of the
cost savings that can be acrued through this policy.

I guess one additional point on that. We have analyzed the
additional cost savings, for example, in the multiple source prod-
ucts. If we were to use a median price of the generic the differen-
tial between that and the lowest possible published price would
only acrue an additional savings to the Federal Government in the
neighborhood of 10 percent. That is because of the base which is
provided by the dispensing fee, that you have an average of a $1.85
dispensing fee plus the cost of the product.. -~

_Senator NEeLsoN. Does the Department of HEW have a policy on
dispensing fees?

/
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Dr. Epwaros. Well, in fact, under the medicaid program the
policy is that we will allow the States to use either usual and cus-
tomary or a professional and dispensing fee. .

Senator Nersox. Usual and customary markup ¢ :

Dr. Epwaros. Right, at the retail level, or the dispensing fee.
Thirty-five of the States which have drug programs in the medicaid
program use dispensing fees.-

‘Senator NeLsoN. You mean 35 percent required dispensing?

Dr. Epwarps. 35 of the States, of the medicaid States, have the
cost of the product plus a dispensing fee.

Senator Nerson. And those States will not permit the use of the
ordinary markup ? ‘

Dr. Epwaros. That is correct.

One other point that I would want to make, Mr. Chairman, our
policy doesn’t mean that a supplier has to have national distribu-
tion to provide his product, but the price that we go with has to
be a price that is available nationally. A local supplier certainly
can supply a drug but he has to supply it at a price that is a na-
tional price, not a regional price. If we don’t go that way, the prob-
lem, of course, becomes very evident that we are going to have to
get into the establishment of prices regionally and all of the ad-
ministrative and bureaucratic things that have to go with the estab-
lishment. We just feel it is a much more efficient way to try to do
it on a national basis. :

Senator Brarr. Doctor, on that point when you say the regional
supplier must supply it at a nationally available price, you don’t
mean to say he must raise his price. ,

Dr. Epwarps. No, no; not at all. He can certainly have it lower
than that price. v
. Senator Nrrsox. I discussed this with a generic manufacturer the
other day who supplies drugs to a well-known brand name company.
His own company also sells the same drug generically for one-fifth
or one-sixth. He has a hard time getting the doctors to prescribe it.
So then he photographs the two, assures them that they are made by
the same process, same plant, same day. He says doctors still won’t
prescribe it. So, now he is inclined to put a trade name on it and
raise the price up to where the brand names are because even though
he is manufacturing both of them, one at one-fifth the price of the
other, they won’t buy the less expensive version. ’

Dr. Epwaros. I have heard situations similar to that.

One of the proposals of the Pharmaceutical Manufacturers Asso-
ciation is that they provide doctors with more up to date drug price
information. Of course, we are very hopeful that they will pursue
this rather vigorously.

Continuing, we mentioned some of the rather numerous and rather
complex issues that are involved in the establishing of such a policy.
In fairness to all those affected by these new policies, these issues
we believe must be addressed prior to the publication of our pro-
posed regulations.

At this juncture, however, I think we can say that we believe
none of these issues warrant any further delay.
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I do, however, believe that the committee could benefit from a
discussion of these issues and what we have done with respect to the
legitimate concerns which have been raised by interested parties.

We must insure that this policy will in no way adversely affect
the quality of drugs. As you know, the Department’s firm position in
this regard is that in terms of quality and therapeutic equivalence,
with few exceptions, no significant differences between chemically
equivalent drugs have been shown. We, therefore, do not believe
that allegations of inequivalency can or should stand in the way
of this drug reimbursement policy. We do, however, have some con-
cern that particular manufacturers, be they large or small-—and
they can be either—may not be constantly producing high quality
drugs. We, therefore, believe that the regulations should provide a
mechanism to assure that all drugs covered by the policy meet
compendial and other quality standards. The regulations will con-
tain such provisions. :

Second, we must insure that this policy in no way restricts the
availability of needed drugs to a recipient. As we have just men-
tioned and as the Secretary pointed out, we want to peg the reim-
bursement level to the lowest cost for which the drug is “generally
available.” Tt has never been this Department’s position that the
reimbursement level should be established at the absolutely lowest
cost drug. The regulations must insure that at the established reim-
bursement level a continuing supply of the drug will be available
to all pharmacies.

Third, we must determine whether or not we are going to estab-
lish a maximum reimbursement level for all available drugs. Clearly,
such an exercise would be futile if there is only one source of that
drug. Additionaly, we do not believe it to be administratively ad-
visable or practical to establish a reimbursement level for all multi-
source drugs, especially those that are not frequently prescribed.

Therefore, at this time, the regulations will be targeted to the
top 200 drugs; that is, those 200 prescription drugs most often pre-
scribed. We believe this makes good sense, will ease the administra-
tive burden, and will produce the savings that the Secretary indi-
cated would result. At a later time we would hope to perhaps ex-
tend this policy to other drugs.

The fourth issue that I would like to address briefly today con-
cerns the source which should be used to determine the prices at
which drugs are available. As you know, many of the publications
which list prices are not exact and do not include promotional dis-
counts and other marketing devices such as bulk sales. One alterna-
tive we are considering is requesting accurate price information
from the manufacturers. If such information is not forthcoming,
we will simply use the best and most reliable sources we can obtain.

Fifth, the procedures and criteria to be used in developing the
reimbursement levels will also be set out in the regulations. The
exact mechanisms to be used remain to be designed. We have, how-
ever, tentatively decided to spell out the criteria, including, among
other factors, availability of the drug, disparity of prices among
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‘equivalent products, demand for the product, and ability of the
manufacturer to produce quality drugs. ) o

Sixth, it should be recognized that the price of a prescription at.
the retail level is composed of two parts: cost of the drug and the
cost of the overhead and profit of the drug dispenser. Both parts
account for approximately equal portions of the final price of the
prescription to the consumer. Maximum cost savings can only be
achieved by controlling both elements. Therefore, the regulation
will have to address ways to deal with both of these problems.

Seventh, in discussing the implementation of the Maximum Al-
lowable Cost (MAC). policy, apprehension has been expressed with
regard to the possibility that, in the event that the physician, for
valid medical reasons, insists that a drug be used which is priced
above the MAC level, his patient receiving services under the medi-
care or medicaid programs would have to pay the difference be-
tween the MAC price and the cost of the drug he prescribed. In
this regard it should be noted that Title XIX, Section 1902(a) (14)
of the Social Security Act stipulates that individuals receiving bene-
fits under the medicaid programs cannot now be required to pay
additional costs resulting from, in this instance, the use of drugs
costing more than the MAC price. In view of the legal prohibitions
against passing the cost to the patient, we believe that, in those
instances where an exception is requested for medically valid rea-
sons, the program should pay the added cost. We believe it would
also be appropriate for the medicare program to pay these added
costs for 1its beneficiaries.

Senator NewsoN. How do you determine whether it is for a valid
reason ¢ How do you handle a matter like this: Somebody prescribes
Darvon as an analgesic, although aspirin is more effective and much
cheaper. Will the doctors have to tell you that the reason is the
patient is allergic to aspirin or some special medical reason? How
do you handle that?

Dr. Epwaros. As T will note later in my statement, the physician
would be required to state on an appropriate form why the patient
needs a specific brand of product and this form would accompany
the prescription and it would be retrospectively reviewed.

Senator NerLson. Please proceed.

Dr. Epwarns. As T said, the physician would be required to state
on an appropriate form why the patient needs a specific branded
product. This form would accompany the prescription. The pharma-
cist would file one copy with the prescription and the other would
be submitted with his request for payment to the Federal prgram.
These would be reviewed retrospectively and enforcement would be
bv utilization review committees or PSROs. In those instances
where no medical justification has been presented, these programs
will not pav the additional cost. ,

Senator NeLson. Wouldn’t that present a complicated paperwork
problem ¢

Dr. Epwaros. T don’t know, Mr. Chairman. T think this is one of
those things we are going to have to try. I think just the fact that
they have to fill out a form will probably eliminate most doctors
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requesting special brands of a particular drug. If it doesn’t, then
we might have to go to a prospective rather than a retrospective
review of the claim or the request. )

But I would hope we could avoid that because if we had to set up
a prospective kind of review, I think that is the kind of review that
would require a fairly sizeable staff and organization.

We also plan that those exemptions to Maximum Allowable Cost
will be defined very narrowly. We do not expect many physicians
will find it necessary to specify that their patient can only tolerate
a specific brand. If the exemptions are abused we will, of course,
appropriately, as I mentioned, alter the policy.

Other issues involving package size, dosages and a host of other
problems have to be taken on. The Department has been working
diligently to determine the most equitable way to devise these regu-
lations and to anticipate all relevant issues. I hope from this dis-
cussion of these very complex issues that it will be fully realized
that this policy is a tremendous undertaking on the part of the
Department which has required the expenditure of considerable
effort. Tt is a challenge that we have welcomed and one that we are
hopeful we are meeting rather rapidly.

We are now at the stage in the preparation of the regulations
when we can begin to consult with various interested groups re-
garding the issues we have discussed today. We feel this is only
fitting when one considers the impact that these regulations will
have. Again, I would like to emphasize that by undertaking such
consultation we are not in any way attempting to further delay
the regulations. We believe it will be useful and productive to pro-
vide the many interested groups with an opportunity to informally
comment on our proposal as now developed. We believe this con-
sultation can be conducted within a period of 2 to 3 weeks and,
furthermore, we believe that the regulations can then be issued
shortly thereafter.

Mr. Chairman, this concludes the formal parts of our presentation
and we would be delighted to attempt to answer any questions that
" you have.

Senator Nerson. I have a couple of miscellaneous issues that have
been raised in recent hearings. Dr. Schmidt testified on the bio-
availability question when he was here a short time ago.

The industry itself keeps raising the question about the terrible
problem of bioavailability, potential and real, and so forth. Just
what do you think about the issue of bioavailability that continues
to be raised respecting assurance of comparability of drugs? -

Dr. Epwarps. Mr. Chairman, T have said from the very beginning
that T thought that bioavailability or equivalency as it relates to
our pricing policy has no relevance. I think that it is being used
more or less as a smoke screen by those who prefer not to have a
pricing policy. I am not for a moment suggesting that bioavail-
ability doesn’t represent a potential problem, but, nevertheless, in
reviewing the records of the Food and Drug Administration, I think
the nurhber of major bioequivalency or bioavailability problems has
been small. Tt certainly is an issue to which the FDA is going to
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have to be constantly alert but it has nothing to do per se, in my
judgment, with the development of a pricing policy. R

Senator Nrrson. How many drugs have involved a bioavailability
problem of consequence ? )

Dr. Epwarps. If you don’t mind, I would like to have Dr.
Jennings address himself to that.

Dr. JexniNes. I am not sure I can give you an exact figure, Mr.
Chairman. I would say the number is within the range of a dozen
—that is, where a problem has been identified under the rather
strict criteria that we use to define generic inequivalence—that is,
the same drug, the same dosage form, the same potency, and pur-
ported to have the same effect.

I think the problem of bioavailability is like any other problem
of quality control. It requires on the part of the industry and the
regulatory agency constant vigilance. We are apt to find different
product effects from time to time and this is the whole reason for
our system of surveillance and inspections and sample analysis.

Over the past several years I think we have become more sophis-
ticated with respect to questions that relate to bioavailability and
generic equivalence, the problems of dissolution and absorption,
crystalization, and all that sort of thing.

There have been problems. There was a problem with chloram-
phenicol a couple of years ago that you are very familiar with, a
problem which was resolved successfully. The smaller manufac-
turers, as you recall, after having the deficiency brought to their
attention, by making a few changes in formula, were able to produce
a product that was comparable to the originally approved product.

We more recently had a problem with digoxin and I think this one
illustrates the growing sophistication on the part of the industry
and the agency. Here the problem seemed to be related to the dis-
solution rate and there is good correlation between the dissolution
time of the tablet and the amount of the drug that became bio-
logically available. As a result of this finding, the USP has added
a dissolution rate to their specifications and T feel this is the proper
approach to the question of bioavailability—that is, one of quality
control, including new and more sophisticated specifications as we
become more and more familiar with the various aspects that con-
tribute to problems of bioavailability.

Senator NerLson. Well, the record will speak for itself, but if T
recall the testimony of the FDA on this issue, its position is that
with respect to drugs which are composed of the same compound,
in the same dosage form, meeting USP standards, the question of
bioavailability is—these are my words—relatively insignificant in
the whole drug picture. ;

Would you agree or disagree with that?

Dr. Jennines. Yes, sir, that is our opinion. '

Senator NrrLson. Let me turn to another issue. Yesterday T raised
it with the Veterans Administration, though it is more properly
within HEW. That was the question of the drug Aldomet.

That is the drug alpha-methyl DOPA, an antihypertensive.
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Now, that drug was synthesized in 1953 by Merck and they found
no useful medical purpose for it. Then NHI, specifically the Na-
tional Heart Institute, started experimentation with it and dis-
covered through careful scientific trials of their own that it was a
very useful antihypertensive. It is pretty clear from the testimony in
1965 and 1966 before Senate and House Appropriations Committees
that it was NHI, National Heart Institute, and their experiments
that discovered a use for the drug that was very valuable. ‘

Sales for this drug amounted to $33 million in 1970, up to $42
million in 1971. T don’t know where it is now, but it certainly is
one of the largest selling drugs in the country.

The company has until now refused to give a price break to VA
sufficient enough to make it economically justifiable for them to
purchase and centrally store it, which is an Interesting commentary
on the industry’s attitude towards the Government that gave them
a profitable market for the drug in the first place, by discovering
a use for it.

If you have a philosophical comment you would like to make on
that issue, I would like to hear it. My second question would be,
why in heaven’s name does the Federal Government, in this case the
NHI, expend taxpayers’ money and create a use for a drug with
sales 3 years ago of $42 million, and be so neglectful as not to take
out a use patent? What is the policy of our Government in protect-
ing the taxpayer? Here they are being outrageously gouged by a
company who got a profitable product through the taxpayers’ ef-
forts and through the efforts of the greatest research institute of
its kind in the world which then turned around and gave the
results of these efforts to Merck so they could gouge the taxpayer.

This seems to me just an outrageous business and what are you
gentlemen doing about that? : '

Dr. Epwaros. First, let me say I don’t know that that really is
- the fault of the NHI. I suspect it is the fault of the Department
generally and I must say I don’t know anything that—I am not
aware of this particular situation. I know we have had some very
recent discussions on the whole subject of patents but as yet no
definitive policy, at least that T am aware of, has been promulgated.

Senator Nurson. Well, it seems to me that the taxpayers’ interest
in this should be protected. ’

Dr. Epwaros. I think your point is a very good one and I think
that we should adopt a specific policy on this particular kind of
issue.

Senator Nerson. This has occurred time after time, as you are
aware, in all kinds of research and development of products by the
Department of Agriculture, HEW, and any number of depart-
ments, and then suddenly the work of that department becomes the
private preserve of one firm in the private sector with the public’s
interest not being protected at all. :

. Well, let me say this. We intend to have hearings on this specific
issue, not only on this drug but the broad issue, because it is un-
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fathomable to me how the Government can go ahead and do all
this work and not at the very least get a use patent that protects
the Government in purchases in behalf of its own people. So I don’t
expect you to comment on the current status of what the Govern-
ment’s position is, if any, but we will have hearings on it. We would
hope that you would be prepared to explain what the policy is, if
you have one, and whether there is an intention to change it.

Dr. Epwarps. We certainly will. )

Dr. Novirca. The general policy, the patent policy of the Depart-
ment as I last understood it, was that only limited patent rights are
granted to a manufacturer for a product that was developed with
substantial Government support. Whether this drug was patented
prior to any Government work on it would have a definite bearing
on why they have an exclusive patent. But if it had been patented
after Government contributions as I last understood the policy—I
I am not familiar with it today—they would only have a limited
patent.

Dr. Epwaros. The specific product you are talking about as I
understand it was actually produced by Merck Company and that
the NHI did a lot of the clinical work involved. So that there is a
little different light on it. I don’t think our policy would apply at
all in this particular case. .

Senator NeLsoN. As I previously stated, Merck had synthesized
the compound and secured a patent on it. According to testimony
by NHI before the House and Senate Appropriations Committees
the National Heart Institute experimented with it and discovered
the use for it as an antihypertensive—not the company. The De-
partment of HEW could have secured a use patent to protect the
interests of the public and to prevent a private company from goug-
ing the public with monopoly prices that would have been prevented
if the Government had retained the patent.

Dr. Epwarps. You well could be right.

Senator Nerson. It seems to me that at the very least there ought
to have been some protection for the Government itself. But we
shall raise this question at a later date.

Dr. Epwarps. I think it would be certainly a worthwhile subject
to talk about.

Senator Nerson. Well, thank you very much, gentlemen, for your
presentation. We appreciate your taking the time to come before us.

(Whereupon, at 11 a.m., the committee recessed, subject to call of
the Chair.)
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UNITED STATES SENATE
on

DIRECT AND INDIRECT EXPENDITURES
BY FEDERAL AGENCIES FOR PRESCRIPTION DRUGS

We are pleased to be here today to discuss our work re-
lated to procurement of and reimbursement for prescription
drugs by the Federal Government and related mattérs.

Among the matters we will comment on are:

-~-The conclusions and recommendations contained in our
recently issued report to the Congress entitled "How
to Improve the Procurement and Supply of Drugs in
the Federal Government" (B-164031(2), dated
December 6, 1973).

--Status of Federal efforts to promote the use of
formularies and encourage the use, where appropriate,

of lower priced drugs, including generics.
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~-Status of actions taken by Federal agencies to assure
that only effective drugs are procured with Federal
funds.
It is estimated that direct Federal expenditures.and
reimbursements for prescription drugs amounted to about
$1.6 billion in fiscal year 1973--an increase of more than
$44 million over the expenditures in fiscal year 1972. This
amount includes about $252 million in direct drug purchases
by Federal agenciés and reimbursements of over $1.3 billion
under federally-sponsored health programs, such as Medicare
and Meaicaid. ~

Direct Procurements

The estimated $252 million in direct drug pfocurements
represents a slight decrease ffom those in fiscal year 1972.
Most of t£e‘direct procurements were made by the Defense
Supply Agency (DSA) and the Veterans Administration (VA).

DSA's expenditures for its depot stocks amounted to
about $91.4 million while VA spent about $38.1 million for
its depot stocks. VA also administers Federal Supply Sche-
dule contracts for drugs under whiéh Federal agencies spent
over $84 million. Purchases made by such agencieé as the
Public Health Service and the Agency for International De-

velopmént and local purchases made by individual Federal
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installations account for the remaining fiscal year 1973
expenditures for direct drug procurements.

Federal Expenditures for Drugs under
Federally-Supported Health Programs

Available statistical data and agency estimates in-
dicate that about 84 percent of the total Federal expendi-
tures for prescription drugs during fiscal year 1973 were
indirect in that they consisted principally of the Federal
share of drug costs pro?ided to beneficiaries of health
programs supported by the Government. The Medicare a;a
Medicaid programs administered by the Department of H;alth,
Education, and Welfare (HEW) represent the major fedeéélly-
supported health programs, The Federal Employees Health
Benefits Program (FEP) and the Civilian Health and Meégcal
Progrém for the Uniformed Services (CHAMPUS) are other large
programs under which Federal expenditures for drugs are
significant.

Federal expenditures for drugs under the Medicare pro-
gram during fiscal year 1973 were estimated to be about
$674 million--an increase of about $57 million over the

program expenditures during fiscal year 1972, The Federal

share of the cost of drugs provided during fiscal year



10500 COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

1973 to beneficiaries of the Medicaid program amounted to
about $605 million--an increase of about $39 million over.
fiscal year 1972 Federal Medicaid drug costs. Federal
expenditures for drugs under the CHAMPUS program were esti-
mated to have exceeded $31 million in fiscal year 1973--

an increase of over $5 million above fiscal year 1972
costs. Estimates of Federal expenditures for drugs under
the FEP program for fiscal year 1973 were‘not available;
however, expenditures for drugs under the program exceeded
$40 million in fiscal year 1972.

Pending legislation pertaining to Federai participation
in health care activities suggest that Federal expenditures
for drugs may increase in the future--in some cases very
substantially. For example, during the first session of
the 93d Congress, numerous bills were introduced which
dealt, in part, with drug purchases under the Medicare pro-
gram. - Most of these bills included provisions to extend
Medicare to cover the costs of certain drugs to be dis-
pensed to eligible recipients on an outpatient basis, and .
used to treat specified chronic illnesses. The Social
Security Administration (SSA) estimates that such an ex-
tension of Medicare coverage would cost about $1.1 billion

a year,
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As you know, several legislative proposals concerning
a national health insurance plan are currently under con-v
4
sideration by the Congress. The passage of a nat}qpal
health insurance plan would have a significant impact on

Federal outlays for drugs.

WAYS TO IMPROVE THE PROCUREMENT AND SUPPLY
OF DRUGS IN THE FEDERAL GOVERNMENT

In our December 1973 report to the Congress, we
discussed the effectiveness of Federal agencies' administra-
tion of programs and activities relating to 2he direct pro-
curement and supply of drugs. This matter has been a subject
of ‘interest since at least 1963 when Federal agencies began
studying the possibility of a single agency having
Government-wide responsibility for managing pharmaceuticals,
thereby eliminating unnecessary duplication between military
and civil agencies. For example, in February 1971, the

General Services Administration (GSA) and Department of
Defense (DOD) agreed to assign medical material to DSA for
integrated management, but the assignment was deferred pend-
ing the outcome of a comprehensive study proposed by the
Office of Management and Budget (OMB) in June 1971. This
s;udy which was made by representatives of OMB, VA, DSA, GSA,

and HEW was started in January 1972,
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As of December 1973, no final agreement had been reaéhed
as to whether a single manager fqr dfugs would be estab-
lished. Ouf“repoft supports the need for coordinated action
in procuring and supplying drugs. I will briefly summarize
our conclusions and recommendations and suggest that the
report be included in the hearing record.
In summary, we concluded that:
--Signifiéént savings and other advantages could result
‘ from gréater cooperation and coordination between
aéencies in procuring drugs, such as consolidating
requifeménts, making joint procurements, and reducing
small;qﬁaﬁiity.local purchasés by authorizing use by .
any‘féaéral égency of -any centralized Government
suPpi} source.
--Inéréé;ea use of specifications for many drug products
to éﬁéourage greater competition and central manage-
ment of &fugsIShould reduce costs. .

--Bettérﬁreportingfof drugs bought 10cally\and better
usé:of réiated reports would improve selection of
items for central management.

--Respénéibilit? for all quality assurance activities

relaiivé,to Federal purchases of drugs should be

assigned to a single agency--the FDA.
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To improve the direct procurement and supply of drugs

by Federal agencies, we recommended that:

--The OMB lead in developing--with representatives of
GSA, DOD, VA, and HEW--policies and procedures, in-
cluding consolidating requirements, to increase agency
cooperation in buying drugs and achieve substantial
savings through large-volume buys. Field installa-
tions should be authorized to obtain their drug
requirements from any centralized Government supply
source.

--The VA should develop specifications for (1) all new
drugs which VA decides to manage centrally, and
(2) centrally-managed drugs for which it currently
has no specifications.

--Thé Department of Defense should revise DOD policy to
insure that drugs will be obtained centrally whenever
savings would result.

--The Department of Defense and the VA should consider
jointly developing specifications which-would satisfy
all Federal agencies' requirements.

--The Department of Defense should (1) develop, for

reporting local drug purchases, a uniform reporting
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system aimed at requiring all military activities
with individual drug purchases exceeding specified

criteria to report their purchases, and (2) require

centrally-managed drugs purchased from other than a
central manager to be reported.

~--The VA should require that VA's Central Office Supply s
Service (1) prepare lists of summary and exception i
data from . the information reported, (2) require loéal
field stations to report their purchase data correctly X
and consistently, and (3) see that all vendors report
detailed sales data when required by contracts.

--The Department of Defense and tﬁe VA should consider R
using a standardized coding system, such as the jo

N

National Drug Code, for identifying local purchases ‘
of drugs not having Federai stock numbers. ;;

--The Departments of Defense and HEW and the VA should 3
review the frequency and type of inspections required
and ‘the related changes needed to facilitate the

transfer to FDA of all quality assurance responsibil-

ities pertaining to purchases of drugs by Federal

agencies.
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OMB, in commenting on our final report by letter dated
January 14, 1974, stated that the study group has completed
its report and has made recommendations which are currently
under review by the principal agencies involved. OMB stated
also that the findings and recommendations of the study
closely parallel those set out in GAO's report.

In its letter commenting on our final report, DOD
stated that it subscribes in general to the goals and prin-
ciples set forth in the réport. DOD stated also that,
although agencies' actions to improve Federal coordination
regarding specific aspects of drug procurement and manage-
ment have been limited to informal coordination between
agencies pending evaluation of the OMB report, advice as to
positive actions concerning our recommendations would be
furnished to us as they are implemented., Also, a clarifying
DOD policy concerning adapting medical items for central
procurement is expected to be released within 60 days.

In its letter dated January 16, 1974, VA indicated
general agreement with the thrust of our report and discussed
the status of actions to_implement the recommendations. For
example, VA:

--has authorized its marketing centers and supply depots

to accept orders from DOD field installations;
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--will initiate a control system with DOD to assure that
drug specifications are either developed jointly or

coordinated; and

--is willing to rely on FDA to provide quality
assurance for VA drug purchases, provided that FDA
makes the necessary data available in a timely
manner.

HEW agreed with the rationale for consolidating all
quality éssurance responsibilities pertaining to purchases
of drugs by the Federal agencies and stated that a single
organization should inherently be more efficient and uni-
formly equitable in administering a quality assurance
program,

HEW stated that, in view of the comments from other
Departments on the draft report, it believes the immediate
objective should be the development of a consolidated quality
assurance program which satisfies the needs of all interested
parties. The Food and Drué Administration is currently
developing an initial concept for that conéolidated program

based on its assessment of quality assurance requirements.

10
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STATUS OF FEDERAL EFFORTS TO
PROMOTE THE USE OF FORMULARIES
AND ENCOURAGE THE USE OF LOWER
PRICED DRUGS :

We will now discuss briefly Federal efforts to reduce
drug costs by promoting the use of formularies and encourag-
ing, the use of lower priced drugs, including generics.

Department of Defense

Military medical regulations require that Pharmacy and
Therapeutic (P§T) Committees be appointed by the‘commanders
of U.S. military hospitalé. Among the primary functions of
P&T Committees are the development and periodic‘review and
revision of the hospitals' drug formularies. In making deci-
sions concerning the addition or continuation of formulary
items, the P§T Committees consider the relative costs of
therapeutic alternatives.

In addition to the general use of formularies. by the
services, the Surgeons General and subordinate administrative
levels issue monthly newsletters or special letters to health
facilities highlighting comparative prices of drugs main-
tained in central inventories and encouraging the use of less
expensive drugs when’théy are considered to be therapeutically

equivalent to more expensive items. Prescriptions written

11
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by military physicians and filled in military hospitals for
brand-name products may be filled with generic equivalent
products except when the physicians spécifically require that
such substitutions not be made.

Under CHAMPUS, a DOD-supported program for providing medi-
cal care benefits from civilian sources to retired military
personnel and military dependents, DOD has not established
regulations requiring the use of formularies. Also, it has
not encouraged the use of generic drug products for either
the inpatient or outpatient portions of the CHAMPUS program.

Veterans Administration

VA requires that each of its medical facilities have a

P&T Committee which develops and maintains a drug formulary.
This formulary generally consists of monographs on those
products selected by the P§T Committee for use in the fa-
cility. Generally, prescriptions will not be filled for drug
items not included in the formulary. However, exceptions may
be made with special permission. These monographs include the
nonproprietary names of the drug, therapeutic classification,
dosage, and instructions regarding pfoduct usage. VA has also
instructed its physicians that generic identification of pre-

scribed medications is preferred to the use of brand names.

12
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Department of Health, Education,
and Welfare

The HEW agencies that provide direct ﬁatient care, such
as the Indian Health and Federal Health Progfam Services of
the Public Health Service, require that all field installa-
tions be serviced by P§T Committees reéponsible for the
development and m%iptenance of current formularies of ac-
cepted drugs. The formularies are required to list drug
items by their officiai, generic or nonproprietary namés and
only formulary drugs are authorized for routine use by HEW
installations providing direct patient care. Among the items
~the P&T Committees are required to consider in developing
their formularies are comparative efficacy of formulary drugs
with other drugs intended for the same use, evaluation of
benefit/risk of formulary drugs and cost effectiveness.

Under Part A of the Medicare program, drugs are paid for
by SSA--through fiscal intermediaries--as part of eligible
recipients' total hospital bills. Under Part B of the pro-
gram, Federal coverage for phySicians and related services
are provided throﬁgﬁ organizations known as "carriers."
Coveragé of drugs under Part B is limited to those drugs
which are commonly furnished in physicians' offices and which

cannot normally be self-administered.



10510 COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

The regulations for Medicare state that in order for a
drug to be covered under Part A it must (1) represent a cost
to the institution in rendering services to the beneficiary,
and tz)veither be included or approved for inclusion in sbeci-
fied drug'rgference volumes or approved by a P§T Committee
(or equivalent) for use in the participating hospital. In
order to be covered under Part B, costs of eligible drugs--
like those of other medical services;-must be accepted by the
carrier as reasonable and necessary.

Under this system, SSA generally is not provided de-
tailed information concerning the specific drugs that are
being pres;gibed under Medicare. We were informed by an SSA
official thap there are currently no SSA regulations which
encourage the use of generic drug products.

Under the Medicaid program, which is administered by
State agencies with Federal guidance and reimbursed, in part,
by the Social’and Rehabilitation Service (SRS), the use of
formularies and‘generic products is optional. The applicable
'Federal policy states that 'where either is employed, there
must be standards for quality, safety, and effectiveness
under the supervision of professional personnel." Although
SRS discusses the use of a formulary system as a méans of re-

ducing overall dfug costs, the use of formularies is not

14
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required. Presently 20 States use some type of formulary.
SRS, in its Medical ‘Assistance Manual, points out the argu-
ments for and againsf the use of generic drugs but does .not
emphasize their use,

Although States'generally accumulate data concerning
the specific drug§ being dispensed under the Medicaid program,
the data is not norﬁally provided to SRS. .

As you'know, Secretary Weinbefger recently announced
that HEW will be publishing regulations for public comment
which, if adopted, would limit drug reimbursements under pro-
grams administered by the Department to the lowest cost at
which the drug is generally available unless there is a démoﬁ-
strated difference in therapeutic effect. The Sécretary
stated that this reimbursement policy will result in sig-
nificant saviﬁgs in the cost of providing preséription drugs
under Medicare and Medicaid. The éecretary's announcement
prompted the Chairman of tﬁe Senate Subcommittee on Health,
Committee on Labor aﬁd Public.Welfare,fto hoid anotﬁer hear-
ing on February 1, 1974, to provide representatives of the
Administration and the drug industry the opportunity to
clarify their positions concerning this significant new HEW
policy. To date, the proposed regulations referred to by the

Secretary have not been published.

15
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STATUS OF ACTIONS TAKEN BY
FEDERAL AGENCIES TO ASSURE
THAT ONLY EFFECTIVE DRUGS ARE
PROCURED WITH FEDERAL FUNDS

.During our last appearance bgfore'this Subcommittee
in May 1972, we commented on actions taken by DOD, HEW, and
VA with respect to FDA's pronouncements regarding drug effi-
cacy. ‘As you are aware, FDA has categorized drugs as "effec-
tive," '"probably effect%ye," "possibly effective," and "in-
effective” for one or more therapeutic indications claimed
on thé:drug's labeling.

Legal action was brought against FDA in an effort to
expedite FDA's completion of its determinations of drug effi-
cacy under its Drug Efficacy Study Implementation (DESI).

In October 1972, the Federal District Court for the District
of Columbia:

--ordered FDA to meet specific target dates for vari-
ous phases of DESI and to submit 6;month status re-
ports. to the Court concerning its progress.

~-required FDA to make final determinations on drug
efficacy or to rule on drug sponsors' request for
hearings by October 1976.

As of January 1974, FDA's initial ratings on all but one of

the more than 4,000 drug products included in the study have

16
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been published in the Federal Register. Howeéver, in accord-
ance with.thé procedures of DESI, FDA may--and has--revised
its ratings f;r specific drugs as new infofmation is sub-
mitted by the drugs' sponsdrs.

We inquired into the status of Federal égency actions
to insure that only effective drugs are purchased with
Federal funds and noted that, in general, definitive actions
taken have been limited to direct Federal health care pro-

grams.

Actions Taken by the
Department of Defense

We testified in May 1972, that as of November 18, 1971,
the Defense Medical Materiel Board had initiated ac-
tion to stop‘further procurement and to eliminate from the
supply system all items that FDA had then pionounced "ineffec-
tive" or "possibly effective." Also, the Surgeons General
of the military departments had emphasized through instuc-
tions to medical organizations the DOD policy on such drugs,
which became effective January 21, 1971. This policy pro-
vided that remaining stocks of '"ineffective'" drugs withdrawn
from the market were to be destroyed or other apprqpriate
action was to be taken to remove them from the inventory.

For items categorized "ineffective," but awaiting final

determination FDA, further use of remaining stocks was

17
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suspended until the final status was announced by FDA. P&T
Committees were required to question all prescriptions for
"possibly effective' items, but local procurement of such
items could be made if no altérnative means of therapy was
available.

On June 11, 1973, the Office of the Assistant Secretary
of Defense (Health and Environment) announced a revised
policy which is a bit less stringent with respect to the
use of "ineéffective' and '"possibly effective" drugs. Ac-
cording to DOD, the original policy was revised because the
completion schedule for the DESI had been substantially
extended frém that originally anticipated and because some
of FDA's more recent drug classifications would be revised
following only minor changes in labeling.or formulation of
certain widely-used items,

The revised pélicy provides that procurement of items
classified by FDA aé "ineffgctive" and ordered withdrawn
from the market confinues~to be prohibited. However, for
items which EFDA Bas classified as "ineffective" but has
permitted to remain on the market pending final resolution
of the itéms' classification, the policy permits ghe Defense
Medical Materiel Board, in conjunction with the Surgeons

General, to determine whether centrally-procured stocks are
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