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ITEM 417—INVENTORY OF C5

Federal regulatinns reguire that DEA registrants ke an inven-
tory of all controlled substances every lwo years on May Tst. For
muost registrants this occurs in odd numbered years. This is the re-
sponsibitity of the registrant and pharmacisi-managers should be
mind{u} of their respansibility in this regard.

ITEM 418 -BOARD MEMBERS ELECTION

Enclosed is a ballot and envelope tor pharmacists residing in

srth Carolina to vote in the annual Board Member Election. Ba:-
_ws wili be counted at the Institute of Pharmacy on May 9, 1983 at
5:00 p.m. in an Open Meeting. Eligibic candidates must be from the
Northeastern District of the State consisting of the following coun-
ties: Bertie, Camden, Chowan, Currituck, Dare, Durham, Edge-
combe, Franklin, Gates, Granville, Halifax, Hertford, Hyde, Martin,
Nash, Northampton, Pasquotank, Perquimans, Tyrrell, Vance, Wake,
Warren, Washington, and Wilson.

ITEM 419—-DISCIPLINARY ACTIONS OF THE BOARD

December: A pharmacist at a pharmacy in Chariotte appcar%i
for a hearing which reveaied a substantial shortage of Talwin™
and lesser amounis of Percodan™ and Dilaudid®. Testimony in-
dicated shipments of Talwin™ and Tripelennamine from Charlette
to Indianapolis, Indiana, which apparently came from this phar
macy. Other restimony revealed numerous refills of prescriptions
for paregoric at another pharmacy where this pharmacist was em-
ployed. One witness subpoenaed was not able to appear because
he was in the federal prison system and the hearing was continucd
to obtain the testimony of this witness.

A pharmacist who had pleaded guilty to charges of unlawful
possession of controlied substances in Anson County Court ap-
pearcd for a hearing. Testimony indicated many other items trom
the pharmacy where he had been employed were found at his resi-
dence. The Board issued an active suspension of 30 days, prohibited
him from serving as a pharmacist-manager for 3 years and imposed
other conditions.

January: A pharmacist from Kings Mountain appeared to respond
s charges of unauthorized refilling of prescriptions and possible
Veterans Administrative prescription fraud. Testimony and evidence
was prescnted to establish numerous refillings of certain prescrip-
tions, apparently withaut autharization. There was evidence of ather
violations of controlled substances regulations but the VA fraud

charge was disputed. The Board issued at least a 5-day suspension
ot the pharmacist’s license with reinstatement conditioned upon his
passing a jurisprudence cxamination.

A pharmacist currently servé)ng a federal prison sentence for con-
spiracy to distribute Dilaudid™ appeared for a hearing. After con-
sidering ali relevant facts, the Board suspended the pharmacist’s
license for the duration of the prison sentenice with his license re-
instated only after passing certain board examinatijons.

A pharmacist now tiving in Sanford appeared for activity which
had occurred in Oxford which produced a guilty plea to misdemean-
or falsificarion of prescription records. Apparently non-prescription
drugs were dispensed o pharmacy employees without prescriptions
and were labeled as contralled substances. The Board issued a three-
yvedr probation,

February: A pharmacist from Greensboro appeared to respond
to charges of diverting Placidyl™ and Fastin® for perscnal coasump-
tion. After admitting certain matters the pharmacist was placed on
probation for 5 years.

A pharmacist from Asheville appearcég ta respond %chargcs of
unlawful pussession of Phenaphen No. 3™ and Lomotil —. The drugs
were discovered in the glove compartment of his car after an inci-
dent with an undercover female palice officer. Since the pharma-
cist had already effectively received a seven month suspension of
his license, the Board decided thal no further action was necessary.

A hearing was scheduled for a pharmacist in Cherryviile on
charges of allowing an unlicensed person Lo dispense prescriptions.
The pharmacist failed to appear and the Board revoked his license
and suspended the permit. The Board required the presence of a
pharmacist before reinstatement of the permit.

ITEM 420—-BOARD INTERPRETATION
OF PRODUCT SELECTION LAW
Since the enactment of the Product Sclection Law effective
January 1, 1980, pharmacists have had several questions regarding
interpretation. The following text is the editor's compilation of the
Board’s interpretation of this statute. Product selection, or sub-
stitution, is voluntary and not mandatory for the pharmacist,
Section 90-85.27 through 90-85.31 of the Genera! Statutes should
be reviewed in connection with this item.
The Statute plainly states that prescribers should indicate their
instruction 1o the pharmacist by using a4 prescription blank with a
Contd. on page 4
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TAMPER RESISTANT PACKAGING
REQUIREMENT NOW IN EFFECT

The first phase of the tamper resistanl packaging requirements
deveoped by the Fuod and Drug Administratien in response 1o the
Tylenol tampering situation became effecUve February 7, 1983,
As of that date, ail manufacturers of over-thecounter (OTC cap
sules, cosmelics, vaginal products, and contact lense products must
be packaging their products in tamper resistant packaging. The
FDA regulations do not specify any particular type of packaging
that must be used by the manulacturers but wlows manufaciurers
same {lexiblity in developing tamper resistant packaging lor theh
products so ‘ong as thal packagng complics with the tamper resis
tant regulations of FDA,

Pharmacists will be aliowed 1o continue the retail sale of then
current snventory that may still be on hand in nen-tamper resistant
packaging. As of February 7, however, all new purchases of capsule
and liguid OTC products covered under the regulations must be in
tamper resistant packaging. FDA'S tamper rosistant packaging re
guirements will expand to include tabiet and suppusiltory products
on May 5 of 1983,

U.S. CONGRESS TO CONSIDER
ANTI-TAMPERING LEGISLATION

A hill which would make tampering with a consumer product a
federal crime punishabie by lile imprisonment if the rampering
results in cither death or njury has been introduced recently by
Senator Strom Thurmond (R-SC) and Senator Joseph Biden (D-DE).
The legislation (5-216) is the same as that introduced in the Tl
days of the iast Congress by Scenator Thurmond, Last year's bil,
which was passed by the Senare but which died when the Congress
adjourned also called for life ‘mprisonment and included an amend-
ment which provided for a penalty structure fTor these individua:s
who make mailicious talse statements relating to tampering. The
new Thurmond/Biden bil., entitled “The Federal Anti-Tampering
Act,” would cover all foods, drugs, devices, cosmetics, and other
iterns that may be produced or distributed for consumption by
consumetrs, ar which are intended for persona care use or household
use. A similar bill (H.R, 778) has been imraduced in the House of
Representatives by Card’s Collins (D-1L) and has attracted clase 1o
twenty representatives who are interested in cu-sponsaring this
legislation,

NO MICKEY MOUSE FOR THIS COURT
By john F. Atkinson, NABP Counsel!

A pharmacy located in California filled 10,000 prescripiions
during a 45-day period which prescriptions covered 748,000 dose
units for four controlled substances commonty subject 1o abuse.
Of these, 247 prescriptions were written by one individual who
was later found 1o be an unlicensed practitioner. Prescriptions were
writlen (ar patients with such names as “Henry lord,” “lairlane
Ford,” “English Ford,” “Glenn Ford,” “tsther Williams,™ “Steve
Allen,™ “Jerry Lewis,” “Johnny Cash,”” “Terry Tune,” “Van john-
son,' “Pop Warner,"” "Sweet Tongue Hawkins, " and “'Pear! Harbor.”
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establshing those circumstances under which preseripn
an their face, must be questioned by the dispensing
They comended that their conduct under the greumates
case did not constitute conduct specilcaly deemed oy
1o be unproiessional,

common sense and protessional judsment. When ther sispies
arolscd as reasonable professional persons by either ambg, ;
the preseriptions, the sheer volume ol cantrol.ed stbsiances prese: -t
cd by a single pracutioner {or a smali number o persons o

this case, when the contral pherent in the preseripton proces
blatantly mocked by 1ts obvious abuse as o means o daparse o
ordinate and neredibly large amaounts of drugs under 1he oo g
protection of law, pharmacists are called upon o obey the faw o
refuse 1o dispense. To fall 1o do so iy ¢ither gooss reompe v
wross negligence or moal erpitude. (See Bus, & Prod. Code, 435004
delining misconduct as wounds for action by the Board

National Pharmacy

Antigonishic drugs were proscribed tor the same person on the —ar
day, and on cerlain days e same Upatent” swouhd e e
ds three prescriplons Flled.

Cortan pharmacists employed ot the store guestiened the o

viee ol dispensing these numerous preseriptons and coadid
attenition ol the pharmacist owner of the store wheo appate:
nothing tu change the procedures bemg Fodowed, The Coil
Board of Pharmacy, upon learning of the dispensing practices, .
the pharmacist owner and three other emploves phrarmaists
charges of violating varous sections of the Cafifornn: floaah ol
Safeiy Coae, the Business and Prafessons Code and ob chieginis
unprofessional conduct.

After hearing, the administraitve hearing ol b distiiese

charpes against cach of the pharmacists but the Board, ewetoss o
discretion as provided under law, refused 1o acoep: b §ood s
muade s own o separate Tidings and revoked L :
macist owner, and her permit to cperate the pharmacs . o
aisar revoked the Ticense of one of the additionad pharrae s o
dand suspended the License of the other two, The Boora dec o o
attimed ar the lower court fove: and the phanmacist appeaicd - oa
Caifornia Court of Appoea.s.

he lcense ot

The pharmacists argucd that the Board d.d 2ot provide suade

In uphoiding the Board decision and the bower cone e 0 o

ol Appeals stated the Tollowing:

“The statutory scheme piainly calls upon pharmaces i

A proivssion is o vocallon or OCoupalion reguiring speos ol

advanced cducation and skill predominate’y o0 s ondebeon:
ndature. The practice of pharmacy, lke the praciice ot med o

prolession. L or this reason, socicty entrusts 10 perseis s these o
fessions the responsibility Tor conuol over o force wih o oo

properly used, has great peneflit tor mankind, but when chose
force for evil and human destruction.

FUfollows that sac oty cannot iolerate the presence of sidiviais

within these professions whe abdicate their professong. sesp
sioility and permit themselves o be used as o concull ny wihy
these controlled subsiances reach the dhcit markel
that torce of evil 1o which we abhude. More imporiantiy, e '
case, such prostitiiors of ther profession will no
pain their dereiiction by the juvenne-iike complan Nobody 02
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me it was wrongl A true professional does not have 1o be told such
things.” Need ! say more?

Vermont & 110th Med.cal Arts Pharmacy v. Board of Pharmacy of
the State ol Calilornia, App., 177 Cal Rptr. 807 (1981).

INVENTORIES OF CS MUST BE TAKEN

For several years after the federal Contrelled Substances Act
hecame effective in 1971, DEA provided pharmacists with 4 booklet
listing all avai'abic controiled substances that the pharmacist couild
use Lo take his biennidal controlled suhstances inventory. The booklet
fol anty made 31 casier for the pharmacist to take his ‘nventory but
it served as « reminder to him that the inventory must oe laker.,
DEA has now discontinued sending the booklet to pharmacists, 1t
is theretore appropriate to remind pharmacists that 1983 s the year
in which the majority of pharmacists will be reguired o take their
bienmial inventory of controlled substances.

For those pharmacies who were in operation on May 1, 1971, the
majority wili be taking themr biennia controlled substance inventory
on May 1 of 1983,

For those pharmacies that opencd for business {or the 1irst time
e May 1, 1971, the controfled substances inventory wil be
o onon cach two vear anniversary of the opening.

As with many rules under which pharmacists operate the inven-
tory requirement also has some exceptions. Pharmacists may take
the required inventory etther on May 1 of every odd numbered
year (if they were apen for business on May 1, 1971) or every two
years from thelr date of rst opening (it they first opened for
business since 1971} or they may take the required inventory on
their regular date Jor taking the physical inventory at the pharmacy
or on any other fixed date so long as (U is within six months af the
May | date or ther anniversary date. If a2 pharmacist chooses such
an alternative date he must notufy DEA of that date and must con
tinue 1o take his inventary on that Fxgd date,

DEA does allow a pharmacist a four day leeway Traom his in-
ventery date but again the pharmacist must notify DEA if he in-
tends to make use of this four day feeway period.

A registrdnt mday Lake his inventory cither as of the opening ol
business or as of the close of business on the inventory dale. The
registrant must indicate on his inventory records whether the in-
ventory is taken as of the apoening or as of the ¢iose of busingss un
the inventory date.

An inventory must be maintained in a4 writien, typewritlen o
printed format. An inventory taken &y the use ol an oral recording
device must be promptly transcribed,

When taking inventory am exact count must be taken of all
Schedu'e |l controlled substances. Schedule N, 1V, and V con
trolled substances can bhe Inventoried by taking an “eyehall esti-
mate” of the number of dosdge units on hand unless the container

'dy more than 1,000 wablets or capsules m which case an exacl

Lntof the ¢contents is reguired.

Copics of the inventory need not be submitted to DEA but must

be kept at the registered location in a readily retrievable fashion.

FDA COMPLIANCE POLICY GUIDES—THE SALE
OF Rx-LEGEND VETERINARY DRUGS

The federal Food, Drag, and Cosmetic Act contdins specific pro-
visions - Scction 303 which limil the dispensing of certain drugs
intended Tor use oy man 1o a prescription issued by 2 licensed prac-
titioner. These provisions do not apply to drugs for animal use,
Section 302{F1(1) of the Act requires thar labeling of drugs, in-
cluding vererinary drugs, bear adeguate directions for use.

It s the interpreted view of Congress that a man has the right
to treal hiv own animals with any product tor which reasonably
adequate directions for safe use can be supplicd in labeling. Many
amimal drugs are available for sate 1o the layman bearing directians
alowing the drugs o be wsed safely lor the purposes for which
they are intended. There are other animal drugs for which, because
of ther toxicity or other potential for harm, the method of their
administration, or the mability of the layvman 1o diagnose the
cond tions for their nse, adequdle dircotions for safe Jay use cannot
be prepared.

Regu'ations i 21 CI R reguire that veterinary drugs for which
adeguate directions for ay use cannot be prepared, and which there-
lore cannet be salely used oxcept by vr under the supervision of a
velerinaridn, must bear on their label this exact statements “Cau-
von: Federal waw restricts this drug 1o use by or on the order of a
Poensed  veterinaran,” Persons who distebute animal drugs are
responsible under federal law for assuring that animal drugs bear.ng
this “Caution” iegend on ther label are sald only to autharized
recipients, Catalog sares shoud reguire evidence of proper licensing
ol the purchuaser.

Occasionally, amimal drugs may bear a lahel statement such ds
“soid only Lo licensed veterinarians.” Such a statement has no basis
n law, bul i~ intended to reflect the sales policy of the manufacturer
of distributor.

Prior 1o being sold or dispensed, anima’ drugs whose labels bear
the iegend: “Caution: Federal law restricts this drug 1o use by of on
the order of a licensed vetermarian™ must remain in the possession
of g person or firmoregularly and lawfully engaged in the manufac-
e, transportation, storage, or wholesae or retail distribution ol
animal prescription drugs. They may be distributed only by persons
or lirms authorized by slate or local laws 1o possess and dispense
such drugs.

Sale (or dispensing, making shipment, or otherwise making avail-
able for use m animals} 1o the lay persen of an animai drug whose
aber bears this caution iegend may be only by or on the bonafied
order of a duly licensed vererinarian, Such sale of a prescription
legend drug must come about as a result of a proper doctor/client
relationstiip, which cannot normalty be established merely through
letter or telephone communication between a velerinarian and a
ayman. Sale of an animal prescription legend drug to a lay person
except on @ prescr ption or on order of a teensed practitioner, re-
suits in the drug being misbranded within the meaning of 502(f){1),
since i fans to hear adequare directions for ay use. (Reprinted with
authorization from the Arkansas State Board of Pharmacy )

MOVED? LET YOUR PHARMACY BOARD KNOW WHERE!
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twao line form, the ling of the lefl indicating that product selection
is permitted and the one on the right directing the pharmacist to
dispense as written, [f the drug is prescribed by generic name then
product selection can occur regardless of which line Ts signed. If the
prescriber signs on the DAW line, the brand prescribed must be
used in dispensing. A signature on the product selection permitted
line allows the pharmagist to use a geperic version of the drug but
this is the decision of the pharmacist, not the customer or patient.

If the prescription is on a one line blank the pharmacist may usc
product selectlion unless the orescriber indicates DAW in his hand-
writing. In the case of oral {telephane} prescriptions it is the pre-
scriber's duty (o indicate DAW or otherwise. In the absence of such
instruction it is the pharmacist’s choice as to the drug used. Product
sefeclion must be tablet for tablet, capsule for capsule and the price
must be less to the patient than it would have been had the brand
name heen dispensed.

Please sce ltem 376 in the Qctlober, 1981 Newsletter for the
Board's opinion on product selection with timed released medica-
tion. Drugs used need to be therapeutically equivalent fo that pre-
scribed and this determination is the pharmacist’s responsibility.

ITEM 421 -NEW REGULATIONS

Notice was given of proposed new regulations in the October
Newsletter and a public hearing was held on November 17, 1982,
The Board adopted regulations at its January meeting and they will
be available soon in published form. Specific new regulations which
deserve the attention and study of all pharmacists are printed in the
following paragraphs.

1309—Induigence in the Use of Drugs— “Indulgence in the use
of drugs"' means the use of narcotic drugs or olher drugs affecting
the central nervious system or the use of intoxicating heverages Lo
an exteni as to deprive the user of reasonable seif control or the
abililty 1o exercise such judgment as might reasonably be expected
of an average prudent person.

1310—Supervision— “‘Supervision” mecans that the responsible
pharmacist physically reviews the order and the dispensed product
before such product is delivered 1o the paticnt or person acting on
the patient's behaif.

1312—Pharmacist Manager— “‘Pharmacist Manager'' means the
person who accepts responsibility for the operation ol a pharmacy
in conformance with all statuies and regulations pertinent to the
practice of pharmacy and distribution of drugs by signatures on the
permit appiications, its renewal or addenda therelo. A persan can-
not serve 4s pharmacist manager at more than one pharmacy at
any one time except for fimited service permits which may be con-
sidered on an individual basis.

Whenever a change ol ownership or change of pharmacist man-
ager occurs the successor pharmacist manager is responsihle for an
inventory of all controlled substances in the pharmacy within ten
days. A written record of such inventory, signed and dated by the
responsible pharmacist manager, shail be maintained in the phar-
macy with other conlrolled substances records for three years.

1801 —Right to Refuse a Prescription— A pharmacist has the
right and responsibility to refuse to fill or refill a prescription if,
in bis judgement, it would be harmful to the recipient, is not in the
recipient’s best interests or if therc is a guestion as to its validity.

1802--Prescription Refills-- Authorization for prescription re-
fills is presumed to be within the prescribed dosage ar normal
therapeutic use. Refilling prescriptions more frequently than the
prescribed dosage would require, or refifling prescriptions in sig-

)

NiIficant excess ai Normal therapeutic use may be considerco
negligence under G.S. 90-85 38(9),

ITEM 422 —PRODUCT CHANGE

The Board has learned that Winthrop Laboratores pla.
change ifts formulation of Talwin®™ by adding Naloxene jo ey
dosage tarmis and changing the product name to Tabwin NX™ 1
prescribers absorbr this change, pharmacists will probably ooy
some prescriptions writlen for Talwin®™ and have only Talwin Mox
in invenlory. Duging this interim period i the editar ™ oo o
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that Talwin NX™ mayv he dispensed on such 4 crescipiio
pharmacists should personaidly inform the recipient of i
tion change and it possible effect. Personal commeme
especially important when Talwin NX® dispensed
when Taiwin® was dispensed on prior oceasions. Pl
probabiy necd 1o remind some preseribers wihe wrie
of the changes in formulation.

ITEM 423—SIGNS AVAILABLE

The Board of Pharmacy has produced two posters for dispiay
pharmacies which are Intended to convey certain messages 1o the
public. One involves the return of prescription drugs 1o the phar
macy and the other explains why the recipient of 4 prescription
must often wait for it 1o be refilled. The text of these twa poster:
fallows: "Please understand. | Occasionally 4 pharmacisi roceives
d request 1o return 4 prescription drug after it has lefr rhe plarm.
Your pharmdcist bas the responsibility to maintain certdin stand.o
of purity and safety of ali prescription drugs dispensed. in ordor s
mnsure that those standards are maintained, the Nord Caobn
Board ot Pharmacy recommends that a pharmacist decinge toaverm
any prescription drug for return once it has lef1 the pharmacs
other puster reads “Your Preseripltion  What's the Delav? Yee: ~o e
nol be aware that your pharmacist must follow 4 sTricr 5ol of oo -
and regulations. These faws place specific limits on prescripton o
fills which muay require prior contact with vour doctor. Your oo
macist may also necd 1o clarify or confirm the contents o. » b
scription hefore ity filling. 11 your pharmacist necds w 2ullns -
procedures this could delay the filling of vour prescription. We 1
that vou will understand this is being done for vour protectas

ITEM 424 — NOTIFY BOARD OF CHANGES

State faw now requires pharmacists 1o notify the Board of ars
change of mailing address or change of place of employment witken
30 days. Pharmacist managers must notily the Board of any < fange
in pharmacist personnel within 30 days.

The North Carolina Board of Pharmacy News is published by the
North Carolina Board of Pharmacy and the National Association
of Boards of Pharmacy Foundation, [nc., to promote voluntary
compliance of pharmacy and drug law. The opinions and views
expressed in this publication do not necessarily reflect the official
views, opinions or policies of the Foundation or the board unless
expressly so stated.

David R. Work, R.Ph.,| .D.—State News Editor
David E. Holmstrom, }.D., R.Ph.—National News Editor
D.). Lambert—Managing Editor
Gloria Zegarac—Production Assistant
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