
BEFORE THE BOARD OF PHARMACY EXAMINERS
OF THE STATE OF IOWA

Pharmacy License of
HOUCK DRUG, INC.
License No. 793
Garvis G. Houck,
Pharmacist in charge
Respondent

COMPLAINT
AND STATEMENT

OF CHARGES
AND

NOTICE
OF HEARING

coMEs yow, Lloyd K. Jessen, Executive secretary-
Director of the lowa Board of Pharmacy Examiners, on the 19th
day of October, 1992, and files this Complaint and Statement of
charges and Notice of Hearing against Houck Drug Company,
Inc., a pharmacy licensed pursuant to lowa code chlpter issn,
and alleges that:

1. Alan M. shepley, chairperson; Marian L. Roberts, vice
chairperson; Donna J. Flower; phyllis A. Milter; phyilis n. olson;
Ronald B. Reiff; and Arlan D. Van Norman are duty appointed,
qualified members of the lowa Board of pharmacy Ex-aminers.

2. Respondent is licensed to operate a pharmacy at g
North 4th street in clear Lake, cerro Gordo County, lowi, and
hofds license number 793.

3. General pharmacy ricense number 793, issued in the
name of Houck Drug company, Inc., with Garvis G. Houck as
pharmacist in charge, was renewed on November 20, 1gg1 , and
is current until December 31 , 1992.

4. The Board has received an investigative report from
Pharmacy Investigator Gary D. Ebeling oateo December 12,
1990, and other information which allegeJ tne following:



a. on or about october 27, 1ggo, the Board received a
complaint from an lowa pharmacist (R.ph."X") who alleged that
Respondent had placed an advertisement in a local newspaper
which referred to prices of numerous prescription drugs. The
pharmacist questioned whether the advertisement was ialse or
misleading.

b. In an interview with Investigator Ebeling on December
18, 1990, Respondent admitted that he had placed an
advertisement in the october 16, 1990, issue of the Mason city
Shopper for his pharmacy, Houck Drug, located in clear Lake,
lowa. The "clip 'n save" advertisement referred to drug prices for
12 different brand name prescription drugs and "birth control."
The list of drugs in the advertisement began as follows: "calan
SR 240m9 - lf you now pay more than $53.9g per hundred, see
us." Eleven other brand name drugs and one entry for "birth
control" were then listed, followed by a similar statement which
referred to a price.

c. The complaining pharmacist (R.ph.'x") alleged that a
typical pharmacy's net acquisition cost for #100 Calan Sn 24omg
was approximately $95.50. The pharmacist questioned how
Respondent could offer or infer to offer 100 tablets of the drug at
$53.98. The pharmacist further alleged that, in this instance, ttre
drug which Respondent was selling at his pharmacy was not the
brand name product, Calan SR 240mg.

d. The complaining pharmacist (R.ph."x") made similar
allegations concerning the prices of the other twelve prescription
drugs which appeared in the october 16, 1ggo, advertisement.

e. Investigator Ebeling determined the following: (1) that
three of the 13 advertised drugs were actually brind name
products; (2) that one of the 13 advertised drugs (birth control)
represented two generic products, Nelova 0.5/35 and Nelova
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1135; (3) that eight of the 1 3 advertised drugs were not
commercially-available brand name products but were products
that were extemporaneously compounded by Respondent from
either bulk chemicals or from higher strength dosages of
commercially-available brand name products; and (4) that one of
the 13 advertised drugs was a product that was a brand name
product but was different from the brand name product which had
been advertised.

f. when extemporaneously compounding drug products
for prescriptions which called for either Calan SR 240mg or Calan
SR 180m9, Respondent utilized a bulk chemical labeled as
"Verapamil Hydrochloride BP 80" which he obtained from the
Professional Compounding Centers of America, Inc., (PCCA) of
Sugar Land, Texas.

g. When extemporaneously compounding drug products
for prescriptions which called for Dyazide, Respondent utilized a
bulk chemical labeled as "Triamterene USP" and another bulk
chemical labeled as "Hydrochlorothiazide USP" which he also
obtained from the Professional Compounding Centers of
America, Inc., (PCCA) of Sugar Land, Texas.

h. when extemporaneously compounding drug products
for prescriptions which called for Corgard 40mg, Respondent
cfaimed that he crushed tablets of Corgard 120mg and added
lactose, encapsulating enough of the mixture to constitute 40mg
of Corgard per capsule.

i. when extemporaneously compounding drug products
for prescriptions which called for Capoten 25mg, Respondent
claimed that he crushed tablets of Capoten 100mg and added
lactose, encapsulating enough of the mixture to constitute 25mg
of Capoten per capsule.
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j when extemporaneously compounding drug products
for prescriptions which called for Tenormin 50mg, Respondent
claimed that he crushed tablets of Tenormin 100mg and added
lactose, encapsulating enough of the mixture to constitute 50mg
of Tenormin per capsule.

k. when extemporaneously compounding drug products
for prescriptions which called for Vasotec Smg, Respondent
claimed that he crushed tablets of Vasotec 20mg and added
lactose, encapsulating enough of the mixture to constitute Smg of
Vasotec per capsule.

l. when extemporaneously compounding drug products
for prescriptions which called for Vasotec 1Omg, Respondent
claimed that he crushed tablets of Vasotec 20mg and added
lactose, encapsulating enough of the mixture to constitute 1Omg
of Vasotec per capsule.

m. During the months of october and November 1ggo,
Respondent dispensed seven prescriptions of #100 Verapamil
sR 24omg each, in the manner described in paragraph (f),
above.

n. During the months of october and November 1ggo,
Respondent dispensed 16 prescriptions of #100 Triamterene
50mg / Hydrochlorothiazide 25mg each, in the manner described
in paragraph (g), above.

o. During the months of october and November 1990,
Respondent dispensed two prescriptions of #100 Capoten 25mg
each, in the manner described in paragraph (i), above.

p. Respondent also admitted that he had placed another
advertisement in the November 20,1990, issue of the Mason City
Shopper. This "clip 'n save" advertisement listed drug prices for
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"afternatives" to 12 different brand name prescription drugs and
"birth control" at Respondent's pharmacy, Houck Drug, in Clear
Lake, lowa. The list of drugs in the advertisement began as
follows: "calan sR 240mg - For the alternative, you piy only
$53.98 per hundred." Eleven other brand name diugs and one
entry for "birth controf" were then listed, followed by a similar
statement which listed a price for the arternative.

q. on January 28, 1991, Investigator Ebeling obtained ten
of Respondent's compounded Verapamil SR 240mg capsules
from Respondent for testing. on May 20, 1992, four of these
capsules were submitted to Searle Research and Development in
skokie, lllinois, for analysis. In a searre project report issued by
Searfe's physical methodology department dated July 16, 1 992, a
summary stated, in part, the following:

The material in each capsule consists primarily of a mixture of about
184m9 of verapamil hydrochloride with about 147mg amorphous material,
probably microcrystalline cellulose or a closely related derivative of
cellulose...[A] dissolution study also confirmed the amount of verapamil
hydrochloride contained in the capsules.

r. on July 15, 1gg1 , a pharmacist (R.ph."y") submitted to
the Board a copy of another "clip 'n save" advertisement which
had appeared in the Mason city Shopper, presumably during
June or Jufy 1991 . This "clip 'n save" advertisement lisied drug
prices for 19 different brand name prescription drugs at
Respondent's pharmacy, Houck Drug, in clear Lake, lowa. The
list of drugs in the advertisement began as follows: "calan sR
24omg - For the name brand you pay only $4g.gg per sixty.,'
Eighteen other brand name drugs were then listed, followed bi a
price for the name brand.

s. The complaining pharmacist (R.ph."y") alleged that a
typical pharmacy's net acquisition cost for #60 Calan SR z+omg
was approximately $57.25. The pharmacist questioned how
Respondent could offer 60 tablets of the drug at $4g.gg. The
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pharmacist further alleged that, in this instance, the drug which
Respondent was selling at his pharmacy was not the brand name
product, Calan SR 240m9.

t. The complaining pharmacist (R.ph."y") made similar
allegations concerning the prices of the other eighteen brand
name prescription drugs which appeared in the June or July 1gg1
advertisement. In the opinion of the pharmacist, the prices, as
quoted, ranged from $0. t 1 to $19.10 lower than a typical
pharmacy's net acquisition cost.

5. Between April and June 1992 the Board received
independent investigative information which alleged the following:

a. on April 6, 1992, the Board received a complaint from
an lowa pharmacist (R.Ph."z") employed at St. Joseph Mercy
Hospital in Mason City who alleged that Respondent had sent a
handwritten letter to Gary M. Levinson, M.D., of Mason City,
seeking Dr. Levinson's approval for the dispensing of
Respondent's extemporaneously compounded "zantac" 150mg
capsules to one of Dr. Levinson's female patients (patient "A").
The prescription, as written by Respondent, stated the following:

[name of patient "A"]
Clear Lake

(from Zantac)
Ranitidine 1 50mg capsules

#30
One twice a day

In Respondent's letter dated March 20, 1992, to Dr. Levinson,
Respondent stated the following:

Your patient, [patient "A"], of clear Lake, is interested in our
compounded Ranitidine 150m9 capsules which I do in my pharmacy lab
because of the cost effectiveness.*
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Zantac 300m9 tablets are crushed and converted into 150mg
capsules with Lactose N.F. as the diluent. My lab is equipped with a
Feton capsule machine and a Denver Instrument electronic balance
sensitive to 10m9.

lf it meets with your approval, I will begin compounding the
capsules for your patient on her next refill.

Thank you.
Pharmacist Garvis G. Houck
-$14.0O/Hundred fess costly

The pharmacist (R.Ph."z") alleged that Dr. Levinson "ripped up"
Respondent's letter; the enclosed prescription; and the stamped,
addressed, return envelope. But after doing so, Dr. l-evinson
turned these items over to the pharmacist (R.Ph."z") and asked
him to contact the lowa Board of Pharmacy Examiners and report
Respondent's activities.

On April 15, 1992, the Board received a written
complaint, dated April 13, 1992, from Ray Cvjetnicanin, Group
Manager, Security Services, Glaxo, Inc., of Research rriangle
Park, North Carolina.
following:

Mr. Cvjetnicanin's complaint alleged the

b.

As previously discussed and for your information, Glaxo became
aware of Mr. Garvis Houck's activities on February 2s, 1992, as a result
of a complaint received [by Glaxo] from employees of...[pharmacy "A"]
indicating that Mr. Houck was compounding and selling zantac in capsule
form. lt was related to me that on February 14, 1992,...[R.ph."y']
presented Mr. Garvis Houck with a prescription for Zantac 150mg tablets
[Rx No. Ro85221 issued by Dr. John Baker] and Mr. Houck persuaded
her to accept 10 clear gelatin capsules containing white powder in lieu of
zantac tablets. [R.Ph."Y'] stated that Mr. Houck advised her that the
contents of the capsules were compounded from crushed Zantac 300mg
tablets...[Rx label stated "Ranitidine 150mg PccA #1o" and arso
indicated that 12 Refills were available. "Discount" price was $10.ool

On March 5, 1992, I travelled to Houck Drug, 8 North Fourth Street,
Clear Lake, lowa 50428 and gave Mr. Houck a prescription for 60 Zantac
150m9 tablets with one refill [Rx No. Ro85451 issued by Dr. paul Barber].
I also showed him a March 3, 1992, edition of the Mason Cltv shopper
newspaper containing a Houck Drug advertisement for 60 zantac 150m9
tablets for $69.98 [the ad stated as follows'. "zanrac 150mg - For the
name brand you pay only $69.98 per sixty"l. During my conversation with
Mr. Houck he offered to fill my prescription with compounded zantac
tabfets made from "larger" crushed zantac tablets for $5 less than the
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advertised price of $69.98. He then spent several minutes compounding
the capsules and presented me with a bag in which was an amber bottle
containing 60 clear gelatin capsules containing white powder. On the
bottle label was typed "(from Zantac\ ranitidine 150m9 PCCA." The
prescription cost was $63.98

These capsules were tested for content and impurities by the
Glaxo Quality Assurance Department. The analysis indicated that the
content of the capsules contained active ingredient ranitidine
hydrochloride but in a quantity substantially less fhan indicated for
Zantac lSomg tablets (emphasis added). The analysis also showed that
the contents of the capsules were nof compounded from Zantac 300mg
tablets (emphasis added).

c. On June 29, 1992, the Board received a second letter,
dated June 26, 1992, from Ray Cvjetnicanin, Group Manager,
Security Services, Glaxo, Inc., of Research Triangle Park, North
Carolina. Mr. Cvjetnicanin's letter stated the following:

As previously discussed and for your information, the following is a
summary of the analysis performed on the clear gelatin capsules
purchased from Mr. Garvis Houck on March 5, 1992, at Houck Drug, 8
North 4th Street, Clear Lake, lowa. The capsules were evaluated against
Glaxo Inc. release requirements for the following:

1. Ranitidine content
2. TLC impurities
3. ldentification by HPLC/TLC
4. Appearance
Test results for the impurities and identification of ranitidine by

HPLC/TLC are comparable to those of Zantac 150mg. Ranitidine content
does nof conform to Zantac 150mg specifications. The appearance is
reported as a white to off-white powder within a clear gelatin capsule. In
addition, lR comparison of the capsule content to that ol a Zantac 30Omg
tablet does not confirm compounding from Zantac 300mg tablets
(emphasis added).

All raw data has been filed by Glaxo Quality Assurance
Department and is available if necessary...

6. The Board has also received an investigative report
from Pharmacy Chief Investigator James P. Theis dated August
14, 1992, and other information which alleges the following:

a. On August 6, 1992, the Board received a complaint
from a male consumer (patient "8") who alleged that "something
was wrong" with prescription medication he had obtained from
Respondent at Houck Drug in Clear Lake, lowa.



b. In a telephone interview of patient ''B'' by Chief
f nvestigator Theis on August 6, 1ggz, and in a personal interview
of patient "B" and his wife by Chief Investigator Theis on August
12, 1992, the following was determined: (1) patient ''B'r was
recovering from brain surgery for removal of a prolactin-secreting
adenoma (pituitary tumor); (2) the condition of patient ''8'' was
"life-threatening;" (3) patient ''B' had been prescribed the drug
Parlodel 2.5m9 by c.R. caughlan, M.D., of Mason city, lowa; (4)
patient .'8'. had been obtaining Parlodel 2.5mg tablets by
prescription from a local pharmacy other than Respondent's
pharmacy; and (5) patient "B" then decided to obtain his Parlodel
in "compounded" capsule form from Respondent's pharmacy,
Houck Drug, in an attempt to save money.

c. In a written statement signed on August 12, 1992,
Respondent claims that he "called Dr. Caughlan's office and
permission to do the dosage reduction was O.K. with the doctor
and his nurse so stated via phone." Respondent then
extemporaneously compounded 1 .21mg bromocriptine mesylate
capsules from 5mg Parlodel capsules. Prescription number
Ro86387 trom Houck Drug (handwritten by Respondent) states
the following:

[name of patient "B"J
6-2-92

(from Parlodel 5mg)
Bromocriptine mesylate 1 .25m9 #120

compounded capsules
Sig: One twice a day

Dr. Caughlan

Prescription number Ro86387 was then filled and dispensed by
Respondent to patient "B" on June 2, 1992.
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d. In a written statement signed by C.R. Caughlan, M.D.,
of Clear Lake on August 12, 1992, Dr. Caughlan stated the
foffowing: "l did not authorize the compounding of Parlodel
(bromocriptin) in a capsule form to be administered to [patient
"8"] (emphasis added).

e. Respondent also extemporaneously compounded 2.5
mg bromocriptine mesylate capsules from 5mg Parlodel capsules
for patient "B". Prescription number RO86796 from Houck Drug
(handwritten by Respondent) states the following:

[name of patient "B"]
7-7-92

(from Parlodel)
Bromocriptine mesylate 2.5m9 #60

Sig: One am & pm
Dr. Gross

Refill 2 times

Prescription number RO86796 was then filled and dispensed by
Respondent to patient "B" on July 7, 1992. Prescription number
RO86796 was refilled by Respondent on August 4, 1992. The
fabef on the container given to patient "8" on August 4, 1992,
contained the following information:

RO86796 Dr. Gross, Robert O.
[name of patient "B"] l Rfls 814192 GH

One morning and night
(from Parlodel)

Bromocriptin 2.5m9 PCCA

e. In a written statement signed by Robert O. Gross, D.O.,
of Cfear Lake on August 12, 1992, Dr. Gross stated the following:
"To the best of my knowledge [patient "B"] did not receive a
prescription from me for the drug Parlodel" (emphasis added).
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f .  Information obtained from Charles R. Caughlin, M.D.,
indicated that patient B's prolactin level had increased from 701
on June 26, 1992, to 766 on August 4, 1992. Patient B's
prolactin level had previously been steadily declining while taking
Parlodel tablets obtained from another pharmacy.

g. Respondent also extemporaneously compounded
cortisone acetate 1Omg capsules for patient "B" on June 2, 1992;
Jufy 6, 1992; and August 4, 1992. Patient ' 'B'' and his wife
complained to Chief Investigator Theis on August 12, 1992, that
they were unable to ditferentiate the compounded cortisone
acetate 1Omg capsules from the compounded bromocriptine
mesylate 2.5m9 capsules because they looked 'Just alike."
Chief Investigator Theis observed that neither capsule had any
external identifying marks.

h. On August 12, 1992, patient "B" gave Chief Investigator
Theis four (4) capsules of bromocriptine mesylate 2.5m9
capsules obtained from his prescription vial labeled as Rx No.
RO86796 and requested that the contents of the capsules be
tested. On August 17, 1992, the two (2) capsules were
submitted to Sandoz Pharmaceuticals, Physical Distribution
Department, East Hanover, New Jersey, for analysis. On
September 2, 1992, a letter was received from Diana Wagner,
Coordinator of Distribution and Customer Services for Sandoz
Pharmaceuticals Gorporation. The letter stated, in part, the
following:

Our Quality Assurance Department has completed its evaluation
on the Parlodel (bromocriptine mesylate) which you recently returned to
us for investigation.

The complaint sample was returned to verify that the capsule
contained 2.5m9 of bromocriptine mesylate. The Parlodel 5mg capsule
was reduced to 2.5m9 by using lactose as the filler.

Quality Assurance analyzed one of the capsules and found it to
contain approximately 47% of the active ingredient in Parlodel 5mg
capsules...
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i. On September 8, 1992, patient ''8'' stated to Chief
Investigator Theis that he had stopped taking the "compounded"
bromocriptine 2.5m9 capsules and had gone back to taking
Parlodel 2.5m9 tablets and, after having done so, he had
received a lab report which indicated that his prolactin level had
decreased by 300 points.

7. In summary, complaints have been received by the
Board between October 1990 and August 1992 from various
pharmacists, a drug manufacturer, and a consumer which
together or separately allege that Respondent has engaged in
unlawful and unethical conduct: (1) by disseminating advertising
which is false or misleading and incomplete; (2) by substituting
"compounded" drugs for commercially-available strengths of
brand name drug products when there is no demonstrated
bioavailability for the "compounded" products; (3) by dispensing
"compounded" drugs without prescriber authorization; (4) by
dispensing misbranded and mislabeled prescription drugs which
fail to meet applicable government standards; and (5) by
misrepresenting to consumers and a physician that Zantac
150m9 capsules were "compounded" from commercially-
available Zantac 300m9 tablets when, it appears, they were
"compounded" from illegal ranitidine powder.

8. Respondent is guilty of violations of 1991 lowa Code
sections 155A.15(2Xb) , 155A.15(2Xc) , 155A.15(2Xd),
1554.15(2Xf), 155A.23(2), 155A.23(5), 155A.28, 155A.32,
2038.3(1), 2038.3(5), 2038.9(2), 2038.9(3), 2038.10(1),
2038.10(9Xa), 2038.10(9Xb), and 2038.10(9)(c) by virtue of the
allegations contained in paragraphs 4,5,6, and 7.

1991 lowa Code section 155A.15 provides, in part, the following:

2...The board may refuse to issue or renew a
license or may impose a fine, issue a reprimand, or
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revoke, restrict, cancel, or suspend a license, and may
place a licensee on probation, if the board finds that the
applicant or l icensee has done any of the fol lowing:...

b. Advertised any prescription drugs or devices
in a deceitful, misleading, or fraudulent manner.

c. Violated any provision of this chapter or any
rule adopted under this chapter or that any owner or
employee of the pharmacy has violated any provision
of this chapter or any rule adopted under this chapter.

d. Delivered without legal authorization
prescription drugs or devices to a person...

f. Delivered mislabeled prescription or
nonprescription drugs.

1991 lowa Code section 155A.23 provides, in part, the following:

A person shall not:...
2. Willfully make a false statement in any

prescription, report, or record required by this chapter.

5. Affix any false or forged label to a package or
receptacle containing prescription drugs.

1991 lowa Code section 1554.28 provides the following:

The label of any drug or device sold and
dispensed on the prescription of a practitioner shall be
in compliance with rules adopted by the board.

1991 lowa Code section 155A.32 provides, in part, the following:

1 . lf an authorized prescriber prescribes, either
in writing or orally, a drug by its brand name or trade
name, the pharmacist may exercise professional
judgment in the economic interest of the patient by
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selecting a drug product with the same generic name
and demonstrated bioavailability as the one
prescribed for dispensing and sale to the patient...lf the
pharmacist exercises drug product selection, the
pharmacist shall inform the patient of the savings which
the patient will obtain as a result of the drug product
selection and pass on to the patient no less than fifty
percent of the difference in actual acquisition costs
between the drug prescribed and the drug substituted.

2. The pharmacist shall not exercise the drug
selection described in this section if...the following is
true:

a. The prescriber specifically indicates that no
drug product selection shall be made (emphasis
added).

1991 lowa Code section 2038.3 provides, in part, the following:

The following acts and the causing of the acts
within this state are unlawful:

1 . The introduction or delivery for introduction
into commerce of any drug, device, or cosmetic that is
adulterated or misbranded.

5. The dissemination of any false advertising.

1991 lowa Code section 2038.9 provides, in part, the following:

A drug or device is adulterated under any of the
following circumstances:...

2. lf it purports to be or is represented as a
drug, the name of which is recognized in an official
compendium, and its strength differs from, or its quality
or purity falls below, the standards set forth in the
official compendium...
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3. lf it is not subject to subsection 2 and its
strength differs from, or its purity or quality falls below,
that which it purports or is represented to possess.

1991 lowa Code section 2038.10 provides, in part, the following:

A drug or device is misbranded under any of the
fol lowi ng circumstances :

1 . lf its labeling is false or misleading in any
particular.

9. a. lf it is a drug and its container is so
made, formed, or filled as to be misleading.

b. lf it is an imitation of another drug.
c. lf it is offered for sale under the name of

another drug.

9. Respondent is guilty of violations of 657 lowa
Administrative Code sections 8.5(1), 8.5(8), 8.6, 8.14(1Xg),
8.15(2), 9.1(4Xb)(2), 9.1 (a)(c), 9.1 (4)(g), 9.1 (4XJ), and 9.1 (aXu)
by virtue of the allegations contained in paragraphs 4, 5,6, and 7.

657 lowa Administrative Code section 8.5 provides, in part, the
following:

Unethical conduct or practice. The provisions of
this section apply to licensed pharmacists and
reg istered pharmacist-i nterns.

8.5(1) Misrepresentative deeds. A pharmacist
shall not make any statement tending to deceive,
misrepresent, or mislead anyone, or be a party to or an
accessory to any fraudulent or deceitful practice or
transaction in pharmacy or in the operation or conduct
of a pharmacy.

8.5(8) Claims of professional superiority. A
pharmacist shall not make a claim, assertion, or
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inference of professional superiority in the practice of
pharmacy which cannot be substantiated, nor claim an
unusual, unsubstantiated capacity to supply a drug or
professional service to the community.

657 lowa Administrative Code section 8.6 provides, in part, the
following:

Advertising. Prescription drug price and
nonprice information may be provided to the public by a
pharmacy so long as it is not false or misleading and
not in violation of any federal or state laws applicable to
the advertisement of such articles generally and if all of
the following conditions are met:

1 . All charges for services to the consumer
must be stated.

2. The effective dates for the prices listed shall
be stated...

657 lowa Administrative Code section 8.14 provides, in part, the
following:

Prescription label requirements.
8.14(1) The label affixed to or on the dispensing

container of any prescription dispensed by a pharmacy
pursuant to a prescription drug order shall bear the
fol lowing:.. .

g. Unless othenrvise directed by the prescriber,
the label shall bear the brand name, or if there is no
brand name, the generic name of the drug dispensed,
the strength of the drug, and the quantity dispensed.
Under no circumsfances shall the label bear the
name of any product other than the one dispensed
(emphasis added).
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657 lowa Administrative Code section 8.15 provides, in part, the
following:

Records. When a pharmacist exercises the drug
product selection prerogative pursuant to lowa Code
section 155A.32, the following information shall be
noted. . . .

8.15(2) The name, strength, and either the
manufacturer's or distributor's name or the National
Drug Code (NDC) of the actual drug product dispensed
shall be placed on the file copy of the prescription drug
order whether it is issued orally or in writing by the
prescriber. This information shall also be indicated on
the prescription in those instances where a generically
equivalent drug is dispensed from a different
manufacturer or distributor than was previously
dispensed. This information may be placed upon
patient medication records if such records are used to
record refill information.

657 lowa Administrative Code section 9.1(4) provides, in part, the
following:

The board may impose any of the disciplinary
sanctions set out in subrule 9.1(2), including civi l
penalties in an amount not to exceed $25,000, when
the board determines that the licensee or registrant is
guilty of the following acts or offenses:...

b. Professional incompetency. Professional
incompetency includes but is not limited to:...

(2) A substantial deviation by a pharmacist from
the standards of learning or skill ordinarily possessed
and applied by other pharmacists in the state of lowa
acting in the same or similar circumstances.
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c. Knowingly making misleading, deceptive,
untrue or fraudulent representations in the practice of
pharmacy or engaging in unethical conduct or practice
harmful to the public. Proof of actual injury need not be
established.

g. Use of untrue or improbable statements in
advertisements.

j. Violating a statute or law of this state,
another state, or the United States, without regard to its
designation as either a felony or misdemeanor, which
statute or law relates to the practice of pharmacy.

u. Violating any of the grounds for revocation or
suspension of a license listed in lowa Code sections
147.55, 155A.12 and 155A.15.

The lowa Board of Pharmacy Examiners finds that paragraphs 8
and 9 constitute grounds for which Respondent's license to
operate a pharmacy in lowa can be suspended or revoked.

WHEREFORE, the undersigned charges that Respondent Houck
Drug Company, Inc., has violated 1991 lowa Code sections
155A.15(2Xb), 155A.15(2Xc), 155A.15(2Xd), 155A.15(2X0,
1554.23(2), 155A.23(5), 155A.29, 155A.32, 2038.3(1),
2038.3(5), 2038.9(2), 2038.9(3), 2038.10(1), 203B..10(9Xa),
2038.10(9Xb), and 2038.10(9Xc) and 657 lowa Administrative
Code sections 8.5(1), 8.5(8), 8.6, 8.14(1Xg), 8.15(2),9.1(4Xb)(2),
9.1 (4)(c), 9.1(axg), 9.1 (4)(j), and 9.1 (4Xu).

,f tS HEREBY ORDERED pursuant to lowa Code section 17A.12
and 657 lowa Administrative Code section 1.2, that Garvis G.
Houck appear on behalf of Houck Drug Company, Inc., before the
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lowa Board of Pharmacy Examiners on Monday, November 23,
1992, at 10.00 a.m., in the second floor conference room, 1209
East Court Avenue, Executive Hills West, Capitol Complex, Des
Moines, lowa.

The undersigned further asks that upon final hearing the Board
enter its findings of fact and decision to suspend, revoke, or not
renew the license to operate a pharmacy issued to Houck Drug
Company, Inc., on November 20, 1991, and take whatever
additional action that they deem necessary and appropriate.

Respondent may bring counsel to the hearing, may cross-
examine any witnesses, and may call witnesses of its own. lf
Respondent fails to appear and defend, lowa Code section
174.12(3) provides that the hearing may proceed and that a
decision may be rendered. The failure of Respondent to appear
could result in the permanent suspension or revocation of its
l icense.

The hearing will be presided over by the Board which will be
assisted by an administrative law judge from the lowa
Department of Inspections and Appeals. The office of the
Attorney General is responsible for the public interest in these
proceedings. Information regarding the hearing may be obtained
from Lynette A. F. Donner, Assistant Attorney General, Hoover
Building, Capitol Complex, Des Moines, lowa 50319 (telephone
5151281-8760). Copies of all filings with the Board should also be
served on counsel.

IOWA BOARD OF PHARMACY EXAMINERS

oyd K. Uessen
Executive Secreta ry/Di recto r

Page 19



BEFORE THE BOARD OF PHARMACY EXAMINERS
OF THE STATE OF IOWA

Pharmac is t  L icense o f
GARVIS G. HOUCK
License No.  12338

)
)
)

NOTICE OF

EX PARTE COI.|II'IIICATION

COMES NOl ' l ,  L loyd K. Jessen, Execut ive Secretary/Director of  the Iowa
Board  o f  Pharmacy Examiners ,  on  the  28 th  day  o f  January , . |993,  and
dec la res  tha t :

1. Noti ce i s hereby gi ven of wrri tten ex parte cornmuni cati on
sent by the Respondent to members of the Iowa Board of Pharmacy
Examiners  a t  the i r  p lace  o f  res idence or  bus iness  on  or  about  January
27 ,  1993 ,  in  v io la t ion  o f  Iowa Code sec t ion  l7A . '17 (2 ) .

2 .  0n  January  27 ,  
. |993 ,  

Board  Member  Mar ian  L .  Rober ts ,  v ice
cha i r ,  no t i f ied  the  execut ive  secre tary /d i rec to r  tha t  she  had rece ived,
at  her home, wr i t ten communicat ions f rom the Respondent which had
been sent  by  U.  S .  p r io r i t y  ma i l  on  January  26 ,  1993.

3 .  S imi la r  wr i t ten  ex  par te  communica t ions  sent  v ia  U.  S .
pr io r i t y  ma i l  were  a lso  rece fved by  Board  Cha i r  A lan  Shep ' ley ,  and
Board  Members  Phy l l i s  0 l son ,  Ar lan  Van  Norman,  Phy l l i s  M i l l e r ,  Rona ld
Re i f f ,  and Donna F lower .

4.  As provided by Iowa Code sect ion 17A.17(2) and 657 Iowa
Admin is t ra t i ve  Code sec t ion  9 .21 ,  par t ies  in  a  contes ted  case sha l l
no t  cornmunica te ,  d i rec t l y  o r  ind i rec t l y ,  in  connect ion  w i th  any  issue
of  fac t  o r  law in  tha t  con tes ted  case,  w i th  ind iv idua ls  ass igned
to  render  a  p roposed or  f ina l  dec is ion  or  to  make f ind ings  o f  fac t
and conc lus ions  o f  law in  tha t  con tes ted  case,  except  upon no t ice
and oppor tun i ty  fo r  a l l  par t ies  to  par t i c ipa te  as  sha l l  be  prov ided
for  by  agency  ru les .

5 .  A  fo rmal  admin is t ra t i ve  hear ing  on  th is  mat te r  i s  cur ren t ly
se t  be fore  the  Board  fo r  February  I ,1993,  in  Des Moines ,  Iowa.

IOt,{A BOARD OF PHARMCY EXAMINERS
1209 East Court  Avenue
Des Moines ,  IA  50319
Te]ephone: 5. |5/281-5944

copy to:
Lynet te  Donner ,  A .A.G.
Margare t  LaMarche,  A .L .J .

SecretarV/Di rector



BEFORE THE IOWA BOARD OF PIIARMACY EXAIqIINERS

RE: Pharmacy License of
Houck Drug, Inc.

L icense No.  793

Ganris G. Houck,

)
)  p rA No.  93PHB-4
)
)
)
) T'INDINGS OF FACT,

Pharmacist in charge, ) CONCLUSIONS OF LAw,

Respondent,
) oEcrsroN ArirD oRDER
)

TO: HOUCK DRUG

A Complaint and Statement of Charges and Notice of Hearing was
fi led by Lloyd K. 'Jessen, Executive Secretary of t ,he fowa Board of
Pharmacy Examiners (Board) on October t9, 1-992. The Complaint
alleged E,hat the Respondent had violated a number of pharmacy-
re lated s tatutes and ru les.

The hearing on the Complaint and Stat,ement, of Charges was consoli-
dated with the identical corresponding Complaint and Statement of
Charges f i led against the RespondenE's pharmacist, l icense. The
Findings of Fact and Conclusions of Law, issued to Garrris G. Houck,
DfA No. 92PHB-10, are hereby incorporat,ed as though ful ly set
f ort,h "

DECISION AIiID ORDER

THEREFORE, IT IS THE ORDER of the lowa Board of Pharmacy Examiners
that  the Pharmacy L icense of  HouckDrug,  Inc. ,  L icense No.  793,  is
hereby placed on probation for one year, subject to the same terms
and condit. ions as ouE,I ined in the Findings of Fact, Conclusions of
Law, Decision and Order issued to Pharmacist Garvis G. Houck.

IT IS FURTHER ORDERED t,hat the Respondent Houck Drug is also liable
for t.he hearing fee and elq)enses, €rs specif ied in Ehe decision
issued to Garv is  G.  Houck.



t

DIA No. 93PHB.4
Page 2

Dat,ed this l?+A day or fufaXy

Administrat,ive L,aw

!,tr /jmn

Copies Eo:

LrlmeEte Donrxer
Mark Young

iludge

,  1gg3



BEFORE THE BOARD OF PHARMACY EXAMINERS
OF THE STATE OF IOWA

Re:
Pharrracy License of
HOUCK DRUG, INC.
License No. 793

) AMENDED
) ORDER
) DIA NO. 93PHB-4

Respondent

COMES NOW, Marian L. Roberts, Chairperson of the Iowa Board
of Pharmacy E:raminers, on the l2th day of October,1993, and declares that:

l. On September 24, 1993, Houck Drug, Inc. (hereafter the
Respondent) filed an application with the Iowa Board of Pharmacy Examiners
(hereafter the Board), seeking certain arnendments to a pharrracy board
disciplinary Order issued in the above entitled action on Febnrary 19, 1993.

2. On October 12, 1993, the Board considered the Respondent's
application and voted to authorize an amendment to the above referenced
pharmacy board Order.

THEREFORE IT IS ORDERED that parafaph 2 of the citation
otd warning on page 15 of the Garvis G. Houck disciplinary Order dated
February 19, 1993, is hereby deleted from the Order and is replaced with the
following provision:

2) That the Respondent shall follow and adhere to the
attached "Good Compormding Practices" guideline (or a
suocessor rule as may be adopted by the Board) whenever
engaglng in the compounding of dmgs and drug products.

Effective this l2th dav of October 1993.

IOWA BOARD OF PHARMACY EXAIVIINERS

rrlabfu
Marian L. Roberts, Chairperson



IOWA BOARD OF PHARUACY EXAII{INERS
Good Compounding Practices

Guideline
Oc tobe r  12 ,  1993

The fol lorl ing Good Compounding Practices (GCPs) are meant to
apply to compounding of drugs by Iowa-l icensed pharmacists and
pharmacies.

General Provisions.

The recommendations contained herein are considered to be
the ninirnum current good compounding practices for the
preparation of drug products by Iowa-Ij-censed pharmacists and
pharmacies for dispensing and/or adninistration to humans or
ani rna ls .

Pharmacists engaged in the compounding of drugs shall
operate in conformance with applicable Iowa law regulating the
pract ice of  pharmacy.

The fo l lowing def in i t ions f rom Board ru les conta ined in  657
Iowa Adninistrative Code chapter 8 apply to these Good
Cornpounding Practices:

657-8.23 (155A) Conpounding.  r rCompounding"  means the
preparat ion,  mix ing,  assembt ing,  packaging,  or  label ing
of  a  d rug  or  dev ice :

L .  As  a  resu l t  o f  a  p rac t i t ioner 's  p rescr ip t ion
order or  in i t ia t ive based on
prescriber/patient/pharrnacist relationship in
cou rse  o f  p ro fess iona l  p rac t i ce ,  oE

2.  For  the purpose of ,  or  as an inc ident
research,  teaching,  chemical  analys is ,  and not  for
o r  d i spens ing .

Compounding also includes the preparation of drugs
or  dev ices in  ant ic ipat ion of  prescr ip t ion drug orders
based on rout ine,  regular ly  observed prescr ib ing
pat terns.

657-8.24( f .55A) Manufactur ing.  r rManufactur ing ' r  means
the product ion,  preparat ion,  propagat ion,  convers ion,
or  processing of  a  drug or  dev ice,  e i ther  d i rect ly  or
indirectly, by extraction frorn substances of natural
origin or independently by means of chernical or
b io log ica l  synthesis  and inc ludes any packaqing or
repackaging of  the substances or  label ing or  re label inq
of  i ts  conta iner .  Manufactur ing a lso inc ludes the
preparat ion,  promot ion,  and rnarket ing of  commerc ia l ly
available products from butk compounds for resale by
pharmacis ts ,  pract i t ioners,  or  o ther  persons.

drug
the
the

to ,
sa le



In  add i t ion ,  the  fo l low ing  de f in i t ion  app l ies  to  these Good
Cornpounding Pract ices :

Conponent. rrComponentrr means any ingredient
intended for use in the compounding of a drug product,
including those that may not appear in such product.

Based on the existence of a pharrnacist/patient/prescriber
re lat ionship and the presentat ion of  a  va l id  prescr ip t ion,  o t  in
anticipation of prescript ion drug orders based on routine,
regularly observed prescribing patterns, pharmacists nay
compound, for an individual patient, drug products that are
commerc ia l ly  avai lab le in  the rnarketp lace.

In  compounding prescr ip t ions,  pharmacis ts  shal I  receive,
store, and use drug substances and drug cornponents that meet
off icial compendia reguirements. I f  these reguirements can't be
met, and pharrnacists document such, pharmacists shall  use their
professional judgment in the procurement of acceptable
al ternat ives.

Pharmacists may compound drugs in very l imited quantit ies
pr ior  to  receiv ing a va l id  prescr ip t ion based on a h is tory  of
receiv ing va l id  prescr ip t ions that  have been generated so le ly
wi th in  an establ ished pharmacis t /pat ient /prescr iber  re la t ionship,
and prov ided that  they mainta in the prescr ip t ions on f i te  for  a l l
such products cornpounded at the pharmacy as required by Iowa law.
The distr ibtrt ion of compounded products without a
prescr iber /pat ient /pharmacis t  re la t ionship is  considered
manufactur ing.

Pharmacists shall  not offer compounded drug products to
other  State- l icensed persons or  commerc ia l  ent i t ies for
subsequent  resale,  except  in  the course of  profess ional  pract ice
for  a  pract i t ioner  to  admin is ter  to  an ind iv idual  pat ient .
Conpounding pharmacies/pharmacists may advert ise or otherwise
promote the fact that they provide prescript ion compounding
ierv ices;  however ,  they shal l  not  make a c la im,  asser t ion,  o t
in ference of  profess ional  super ior i ty  in  the compounding of  drug
products which r:annot be substantiated. AII advert isements shall
meet the requirements contained in 657 Iowa Adrninistrative Code
sec t i on  8 .6 .

Orqanizat ion and Personnel .

As in  the d ispensing of  a l - l  prescr ip t ions,  the pharmacis t
has the responsib i l i ty  and author i ty  to  inspect  and approve or
re ject  a I I  components,  drug product  conta iners,  c losures,
in-process mater ia ls ,  and label ing,  and has the author i ty  to
prepare and review al l  compounding records to assure that no
errors have occurred in the -ompounding process. The pharmacist
is  a lso responsib le for  the proper  maintenance,  c leanl iness,  and
use of aII equipnent used in prescript ion compounding practice.
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AII pharmacists who engage j-n cornpounding of drugs shall  be
proficient in the art of compounding and shall  maintain that
proficiency through current awareness and training. AIso, every
pharmacist who engages in drug compounding must be aware of and
fami l iar  wi th  aI I  deta i ls  o f  these Good Compounding Pract ices.

While non-pharmacist personnel may assist in the compounding
of drug products, the supervising pharrnacist remains responsible
for aII work performed by the non-pharmacist.

Personnel engaged in the compounding of drug products shall
wear clean clothing appropriate to the operation being performed.
Protective apparel shall  be worn as necessary to protect
personnel from chemical exposure and drug products from
contaminat ion.

Only personnel authorized by the responsible pharmacist
shall  be in the irnmediate vicinity of the drug compounding
operation. Any person shown at any t irne (either by medical
examination or pharmacist deterrnination) to have an apparent
i l lness or  open les ions that  may adversely  af fect  the safety  or
quali ty of a drug product being compounded shall  be excluded from
direct  contact  wi th  components,  drug product  conta iners,
c losures,  in-process mater ia ls ,  and drug products  unt i l  the
condj-t ion is corrected or determined by competent medical
personnel  not  to  jeopard ize the safety  or  qual i ty  o f  the
product(s)  be ing compounded.  AI I  personnel  who normal ly  ass is t
the pharmacist in compounding procedures shall  be instructed to
report to the pharmacist any health condit ions that may have an
adverse ef fect  on drug products .

Druq Compoundinq Faci l i t ies.

Pharmacies engaging in  compounding shal l  have a speci f ica l ly
designated and adequate area (space)  for  the order ly  p lacement  of
equipment  and nater ia ls  to  be used to compound nedicat ions.  The
drug compounding area for  s ter i le  products  shal l  be separate and
distinct from the area used for the compounding or dispensing of
non-ster i te  drug products .  The area(s)  used for  the cornpounding
of  drugs shal l  be mainta ined in  a good state of  repai r .

BuIk drugs and other materj-als used in the compounding of
drug products must be stored in adequately labeled containers in
a c lean,  dry  area or ,  i f  requi red,  under  proper  ref r igerat ion.

Adequate l ight ing and vent i la t ion shal l  be prov ided in  a l l
drug compounding areas.  Adequate washing fac i l i t ies,  eas i ly
accessib le  to  the cornpounding area(s)  o f  the pharmacy,  shal l  be
p rov ided .  These  fac i l i t i es  sha l l  i nc lude ,  bu t  no t  be  l im i ted  to ,
hot  and co ld water ,  soap or  detergent ,  and a i r -dr iers  or
s ingr le-source towels .
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The area(s) used for the compounding of drug products shall
be mainta ined in  a c lean and sani tary  condi t ion.  I t  shal l  be
free of infestation by insects, rodents, and other vermin. Trash
shal l  be held and d isposed of  in  a t imely  and sani tary  manner .
Sewagre, trash, and other refuse in and from the pharnacy and
imrnediate drug compounding area(s) shall  be disposed of in a safe
and sanitary manner.

Ster i le  Products.

If  steri le (aseptic) products are being compounded, the
reguirernents contained in 657 Iowa Administrative Code section
8 .12  sha l l  be  me t .

If  radiopharmaceuticals are being compounded, the
requirements of 557 Iowa Adninistrative Code chapter 15 shall  be
met .

Specia l  Precaut ion Products.

If  drug products with special precautions for contaminati-on,
such as penic i l l in ,  are involved in  a compounding operat ion,
appropr ia te measures,  inc lud ing e i ther  the dedicat ion of
eguipment for such operations or the meticulous cleaning of
contaminated equipnent prior to i ts return to inventory, must be
ut i l ized in  orC.er  to  prevent  cross-contaminat ion.

Ecruipnent.

Equipnent,used in the compounding of drug products shall  be
of  appropr ia te des ign,  adeguate s ize,  and su i tab ly  located to
fac i l i ta te operat ions for  i ts  in tended use and for  i ts  c leaning
and maintenance. Equipment used in the compounding of drug
products shal l  be of  su i tab le composi t ion so that  sur faces that
contact  components,  in-process mater ia ls ,  or  drug products  shaI l
not  be react ive,  addi t ive,  or  absorpt ive so as to  a l ter  the
safety ,  ident i ty ,  s t rength,  qual i ty ,  or  pur i ty  o f  the drug
product  beyond that  des i red.

Equipment and utensils used for compounding shalI be cleaned
and sanit ized immediately prior to use to prevent contamination
that  would a l ter  the safety ,  ident i ty ,  s t rength,  qual i ty ,  or
purity of the d:ug product beyond that desired. In the case of
equipment ,  u t .ens i ls ,  and conta iners/c losures used in  the
compounding of  s ter i le  drug products ,  c leaning,  s ter i l izat ion,
and maintenance procedures as set forth in 657 Iowa
Adminis t rat ive Code sect ion 8.L2 must  be fo l lowed.

Equipnent and utensils used for compounding drugs must be
stored in a manner to protect them from contamination.
Irnmediately prior to the init iat ion of compounding operations,
they must be inspected by the pharmacist and deterrnj-ned to be
sui tab le for  use.
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Automatic, rnechanical, or electronic equipment, or other
types of equiprnent or related systerns that wiII  perform a
function satisfactori ly may be used in the compoundi-ng of drug
products. I f  such equipment is used, i t  shall  be routinely
inspected, cal ibrated (i f  necessary) , ot checked to ensure proper
performance.

Control of Components and Druq Product Containers and
Closures.

Components, drug product containers, closures, and bagged or
boxed components of drug product containers and closures used in
the conpounding of drug products shall be handled and stored in a
manner to prevent contamination and to pennit unhindered cleaning
o f  t he  work  a rea ,  (e .9 . ,  f l oo rs )  and  i nspec t i on .

Drug product containers and closures shall  not be reactive,
addi t ive,  oF absorpt ive so as to  a l ter  the safety ,  ident i ty ,
strength, quali ty, or purity of the cornpounded drug beyond the
desi red resul t .  components,  drug product  conta iners,  and
closures for use in the compounding of drug products shall  be
rotated so that the oldest stock is used f irst. Contai-ner
closure systerms shaIl provide ad.equate protection against
foreseeable external factors in storage and use that can cause
deterioration or contamination of the compounded drug product.
Drug product containers and closures sha1l be clean and, where
indicated by the in tended use of  the drug,  s ter i l ized and
processed to remove pyrogenic propert ies to assure that they are
sui tab le for  the i r  in tended use.

Drug procuct containers and closures intended for the
compounding of  s ter i le  products  must  be handled,  s ter i l ized,
stored, etc., in keeping with the requirements of 657 Iowa
Adnin is t ra t ive Code sect ion 8.L2.  Methods of  c leaning,
s ter i l iz ing,  and processing to  remove pyrogenic  proper t ies shal I
be written and fol lowed for drug product containers and closures
used in  the preparat ion of  s ter i le  pharmaceut ica ls ,  i f  these
processes are performed by the pharmacist, or under the
pharmacis t 's  su.perv is ion,  fo l lowing the requi rements of  657 Iowa
Adrnin is t ra t ive Code sect ion 8.L2.

Drug Compounding Controls.

There shall  be written procedures for the compounding of
drug products to assure that the f inished products have the
ident i ty ,  s t rength,  qual i ty ,  and pur i ty  they purpor t  or  are
represented to  possess.  such procedures shal l  inc lude a l is t ing
of  the components ( ingredients) ,  the i r  amounts ( in  weight  or
vo lune) ,  the order  of  component  addi t ion,  and a descr ip t ion of
the conpounding process. Atl equipment and utensils and the
conta iner /c losure system, re levant  to  the s ter i l i ty  and stabi l i ty
of the intended use of the drug product, shall  be l isted. These
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written procedures shall  be fol lowed in the execution of the drug
compounding procedure.

Components for drug product cornpounding shall be accurately
weighed, measured, or subdivided as appropriate. These
operations should be checked and rechecked by the compounding
pharrnacist at each stage of the process to ensure that each
weight or measure is correct as stated in the written compounding
procedures. If  a component is removed frorn the original
conta iner  to  another  (e .g. ,  a  powder is  taken f rom the or ig ina l
container, weighed, placed in a container, and stored in another
conta iner)  the new conta iner  shal l  be ident i f ied wi th  the:

(a) component name, and
(b)  weight  or  measure.

To assure the reasonable uniformity and integrity of
compounded druq products, writ ten procedures shal-1 be established
and fol lowed that describe the tests or examinations to be
conducted on the product  be ing compounded (e.9. ,  compounding of
capsules) .  Such contro l  procedures shal l  be establ ished to
monitor the output and to val idate the performance of those
compounding processes that may be responsible for causing
variabil i ty in the f inal drug product. Such control procedures
shaLl  inc lude,  but  are not  l imi ted to ,  the fo l lowing (where
appropr ia te)  :

(a)  capsule weight  var ia t ion;
(b) adequacy of rnixing to assure uniformity and hornogeneity;
( c )  c la r i t y ,  comp le teness ,  oE  pH o f  so lu t i ons .

Appropriate written procedures designed to prevent
microbiological contamination of compounded drug products
purpor t ing to  te  s ter i le  shal l  be establ ished and fo l lowed.  Such
procedures shal l  inc lude va l idat ion of  any s ter i l izat ion process.
Accountabi l i ty  for  gual i ty  contro l  is  the responsib i l i ty  o f  the
compounding pharrnacist.

Labelincr Control of Excess Products.

In the case where a quantity of a compounded drug product in
excess of  that  to  be in i t ia l ly  d ispensed in  accordance wi th  the
genera l  prov is ions descr ibed above is  prepared,  the excess
product shalI be labeled or documentation referenced with the
complete l is t  o f  ingredients  (conponents) ,  the preparat ion date,
and the assigned expiration date based upon professional
judgment ,  appropr ia te test ing,  oE publ ished data.  I t  shal l  a lso
Ue stored and accounted for under condit ions dictated by i ts
compos i t i on  an i  s tab i l i t y  cha rac te r i s t i cs  (e .9 . ,  i n  a  c lean ,  d ry
p lace on a shei f  or  in  the ref r igerator)  to  ensure i ts  s t rength,
qual i ty ,  and pur i ty .

At  the complet ion of  the drug f in ish ing operat ion,  the
product  shal l  be examined for  correct  label ing.  Label ing shal l
conform with the label infonnation requirements contained in 657
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Iowa adnin is t ra t ive Code sect ion 8.4.

Records and Reports.

Any procedures or other records reguired to be naintained in
compliance with these Good Compounding Practices shall  be
retained for a.t least two years frorn the date of such procedure
or  record.

AII recol 'ds required to be retained under these Good
Compounding Practices, or copies of such records, shall  be
readily available for authorized inspection during the retention
period at the establishment where the activit ies described in
such records occurred. These records or copies thereof shall  be
subject to photocopying or other means of reproduction as part of
such inspectior,.

Records rJguirea under these Good Conpounding Practices .may
be retained either as the original records or as true copies,
such as photocopies,  microf i ln ,  microf iche,  or  o ther  accurate
reproductions of the original records.

Records sl:.al l  conform with the control and production record
requirements contained in 657 Iowa Adrninistrative Code section
8 .4 .
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Iowa Adminis t ra, t ive Code sect ion 8.4.

Records and Reports.

Any procedures or other records required to be maintained in
compliance with these Good Compounding Practices shall  be
retained for a.t least two years from the date of such procedure
or record.

AII records reguired to be retained under these Good
Compounding Practices, or copies of such records, shall  be
readily available for authorized inspection during the retention
period at the: establishrnent where the activit ies described in
such records occurred. These records or copies thereof shall  be
subject to photocopying or other means of reproduction as part of
such inspectior ' : .

Records required under these Good Compounding Practices may
be retained either as the original records or as true copies,
such as photocopies,  microf i l rn ,  microf iche,  or  o ther  accurate
reproduct ions of  the or ig ina l  records.

Records shall  conform with the control and production record
reguirements contained in 657 Iowa Adninistrative Code section
8 .4 .
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