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1625 N. Market Blvd, N218, Sacramento, CA 956834
‘Phone: (816) 574-7900.

Fax: (916)574:8618.
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DEPARTMENT OF CONSUNMER AFFAIRS
GOVERNOR.EDMUND:G. BROWN JR:

Z{?i5 Ji]f‘ - e
APPLICATION FOR VOLUNTARY SURF%EF?DEE}?F IPSREMI'SES' LICENSE

PLEASE PRINT IN BLACK OR BLUEINK/OR TYPE YOUR RESPONSES

NameADVANCED PHYSICIAN SOLUTIONS, INC. [ GaseNo.
DBA: ADVANCED COMPOUNDING PHARMACY
Addiessof Record: »
7725 FULTON AVE.

N. HOLLYWOOD, CA 91605

3251

Pursuanttothe:terms.and condi_t_ibnsbpr,robation against.my premises licenserwith the California State Board
No,_ 3251 .| hereby requiest to surrender iy premises.

8591 + LSC 998426, The Board or its designee:shall have the discretion

whether to.grant theirequest for surrender or take any other action:it deems.appropriate:and reasonable. Upon:

of Pharfnaty (Bard

license, Licehs

formal }'a_c‘:ce'ptan:da ofithe siirrendefiof the license, the premises.will no:longer be subject to the:terms.and

conditions of probation: | underst this surrender constitutes a record ‘of discipling and shall begome'a

 part-sfthe premises license history with the Board.

tther understand that Lshall meetall requirements spplicable tothe license

sough‘i asof thedate the-application forthat license/is:submitted to:the Board.

PLEASE BE A
UNLESS THE BOARD.
BEEN ACCEPTED.

Yol ARE NOT RELIEVED OF THE REQUIREMENTS:OF YOURPROBATION
OTIFIES YOU THAT YOUR REQUEST TO SURRENDER YOUR LICENSE HAS

7 /

Applitants Bignatyfe (JOSEPH KOHAN) ~ Date

WAY/-Y/ i~
Date

All itams.on this,application ars mandatory in accordancs with your-probationary order.and the Board's Disciplinary Guidslines as
authorized by Title 16, Califomia Code of Regulations section 1780, Failure to provide any of the requested infarmation or providing
unreadable infarmation will result in the application being rejected as incomplete. The information provided on this form will be used
to determine eligibility for surrender; The official responsible for information maintenance'is the Executive Officer, telephone (918)
574-7900, 1625 N. Market Blvd., Spite N-218, Sacramento, CA 95834. The information you provide. may also be disclosed'in the:
following circumstances: -{1) in response:to'a Public Records Act request; {2) to anpther government agancy as required by state or
federal law; or, {3)in response to-a court'gr administrative order, a'subpoena, or a search watrant. Each individual has:the right to
review the files or-records.maintained on them by.our agency, unless the records are idéntified as canfidential information and
exempted by Sectian 1798:40 of the Civil Cods.~ '

Executive Officer's Approval



BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS

STATE OF CALIFORNIA
In the Matter of the Accusation Against: Case No. 3251
ADVANCED PHYSICIAN SOLUTIONS, OAH No, 2012031804
INC. dba ADVANCED COMPOUNDING

PHARMACY
7225 Fulton Avenue
North Hollywood, CA 91603

Pharmacy Permit No. PHY 48591
Permit to Compound Injectable Sterile Drug
Products No. L.SC 99426

Respondent,

DECISION

The attached Proposed Decision of the Administrative Law Judge is hereby adopted by the
Board of Pharmacy as the decision in the above-entilled matter, except that, pursuant to the provisions
of Government Code section 11517, subdivision (¢)(2)(C), third paragraph of term #17 of the order
appearing on page 25 of the Proposed Decision, is hereby modified for technical reasons as follows;

During the first year of Respondent’s probation, should any of the eleven
Allowed Compounds become commercially available, Respondent may request
of the Board or the Board’s designee that Respondent be allowed to substitute a
different, non-commercially available compounded drug product for that non-
commercially available Allowed Compound.

The technical change made above does not affect the factual or legal basis of the
Proposed Decision, which shall become effective on July8, 2013,

IT IS SO ORDERED this 7" day of June, 2013.
BOARD OF PHARMACY

DEPARTMENT OF CONSUMER. AFFAIRS
STATE OF CALIFORNIA

/g(. g

STANLEY C. WEISSER
Board President

By




BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Second Amended Case No. 3251
Accusation Against:
o ' . : OAH No. 2010031804
ADVANCED PHYSICIAN SOLUTIONS,
INC. dba ADVANCED COMPOUNDING
PHARMACY,

Pharmacy Permit No. PHY 48591

Permit to Compound Injectable Sterile Drug
Products No. LSC 99426,

Respondent.

PROPOSED DECISION

This matter was heard by Erlinda G. Shrenger, Administrative Law Judge, Office
of Administrative Hearings (OAH), State of California, on March 6, 7, and 8 2012, in
Los Angeles.

Heather Hua and Susan Melton Wilson, Deputy Attorneys General, represented
Virginia Herold (Complainant), as the Executive Officer of the Board of Pharmacy,
Department of Consumer Affairs.

McGuire Woods.LLLP, by Noah E. Jussim and Herbert L. Weinberg, Attorneys at
Law, represented Advanced Physician Solutions, Inc. dba Advanced Compounding
Pharmacy.

During the hearing, Complainant amended the First and Second Causes for
Discipline as set forth in Complainant's Exhibits 65 and 66, respectively. The
Administrative Law Judge, by interlineation, indicated the changes on the Second
Amended Accusation included in Complainant's Exhibit 1.

Oral, documentary, and stipulated evidence was recelved on March 6, 7, and &,
2012. The record was held open for the filing of written closing briefs and reply briefs

by the parties, as ordeted by the Administrative Law Judge. Closing briefs were due by .

April 20, 2012. Reply briefs were due by May 4, 2012. OAH received timely filed
briefs from the parties, which were marked for identification only. Complainant's




written closing brlef was marked as Exh1b1t 69, and her reply brief was marked as
Exhibit 70. Respondent's written clos1ng brref Was marked as Exhlblt V and its
responsive bnef was marked a8 Exhrblt W b :

. The record was closed and the rnatter was subrrntted for decrs1on on May 4,
2012.

FACTUAL FINDINGS
Parties and Ji itrisdi’c'rion'

"1, Onorabout October 31, 2011 Complamant brought the Second
Amended Accusatlon case number 3251 m her official capacrty

2, On Apnl 26 2007, the Board of Pharmacy (Board) rssued pharmacy
permit number PHY 48591 to Advanced Phys101an Solutions, Inc. to do business as’
Advanced Compound;ng Pharmacy at 7225 Fulton Avenue North Hollywood
CaIrfornra (Respondent Pharmacy or Pharmacy) S

5 On July 3, 2007, the Board issued permlt nimber LSC 99426 to
Respondent Pharmaey to cornpound m] ectable sterrle drug products

-4 OfflClal notlce is taken that the Board S Websrte states the pharmacy -
permit, pumber PHY 48591, has beeh renewed’ through April 1,2014, and the ~ -
compoundmg pernnt number LSC- 99426 has been renewed through Apnl 1, 2013
(Gov. Code § 11515 EV1d Code § 452 subd. (h) )

5, i Tooraj Berehanl (Bereham or PIC Berellam) has been the pre31dent of
Respondent Pharmacy since April 26,2007 e was the pharmacrst-m Zcharge (PIC)
from Aprrl 26, 2007, through November 15, 2010. - The Board-records indicate

Norman J Jaeobs was the pharmacrst rn—charge startmg on December 14 2010

6. Notlces of DefenSe ‘were flled by Respondent Pharmacy, Berellanl and
Jacobs. Pnor to this heanng, strpulated set{lements were reached by Complainant
with Bereliani and Jacobs, respectively. As of December 21 2011 Berelranr S
pharmacist l1cense was placed On frve years probatlon : .

! The parties filed papers in addition to the written closing and reply briefs
ordered by the Administrative Law Judge. Réspondent filed motions to add new
exhibits S, T, 'and U and o strike portions of Cotnplainant's closing reply.
Complainant filed opposrtlon and responsive papers.” As no leave was granted for the
filing of additional paperts, the’ motrons and opposrtron pleadlngs J:‘rled were not i
considered or 1ncluded in the record.” _ ' i



7. The bulk of the violations alleged in the Second Amended Accusation
arc based on the Board's inspection of Respondent Pharmacy in June 2008. In
analyzing the violations, the Administrative Law Judge used the statutes and
regulations in effect at the time of the violations.

Compounding

8. Respondent Pharmacy holds a permit to compound sterile injectable
drugs. Compounding is the process of mixing or combining ingredients to produce an
end product that is used by the patient through oral intake, topically, or by injection.

9. A sterile injectable product can be made from combining two sterile
ingredients. A sterile injectable product can also be made from combining a non-
sterile ingredient with a sterile ingredient, in which case the end product must be

~ evaluated to verify sterility and tested for pyrogens (bacteria). Testing can be done
in-house or by a third party lab. The compounded drugs must be quarantined until the
final lab results are received.

10.  Respondent Pharmacy has a separate room for its compounding
activities which contains a certified ISO Class 5 barrier isolator. Respondent
Pharmacy compounds tablets, capsules, cream, suppositories, eye preps, and
injectable products, including non-sterile to sterile drugs. Respondent Pharmacy -
made sterile injectable products by combining non-sterile and sterile ingredients.

11.  Respondent Pharmacy is required to maintain certain records regarding
its compounding activities. Those records include master formulas, which are the
recipes for making the compounded drug, and logged formula worksheets. The
logged formula worksheets identify the compounded drug, the date made, the
expiration date, the lot number, the ingredients, and the process for mixing,

Board's Investigation

12. OnJune 19, 2008, the Board conducted an inspection at Respondent
Pharmacy located at 7225 Fulton Avenue, North Hollywood, California. The
inspection was prompted by a complaint received by the Board that Respondent
Pharmacy was selling its compounded Medroxyprogesterone prefilled synnges
through a wholesaler called Superlor Medical Supply.

13. The 1nspect1on was conducted by Robert E. Kazebee, and Anna
Yamada. Inspector Kazebee received his Doctorate of Pharmacy from the University
of Southern California School of Pharmacy in 1973. - He has been licensed in
California as a pharmacist since 1973. He has been an inspector for the Board since
December 2000. Inspector Yamada has been an inspector for the Board since
February 2008. She received her Doctor of Pharmacy in 1999 from the Umvers1ty of
Southern California School of Pharmacy




14 On June 19, 2008, Board inspectors Kazebee and Yamada inspected
Respondent Pharmacy and reviewed available records. At the end of the |
approximately three to five hour inspéction, PIC Berehanr was provrded written
notice of violations disclosed by the inspection. He was also requested to provrde
additional records and information to the Board, including master formulas for
'Medroxyprogesterone Acetate prefilled Syrrnges for all dosages of B
Methylprednisolone Acetate Suspension and the Trimix formulatrons, and all other

non-sterile {o sterile products The Board also requested PIC Béreliani to review the -
pharmacy s 1n3ectable inventory and quarantrne alt sterile rnjectable pr‘oducts where B

the logged formula worksheets 1nd1cated the drttg had exprred

15.-. On June 23 2008 PIC Berelranr faxed Sore of thie requested
documents and information to the Board, Thé documents included documents
pertarmng tor ReSpondent Pharmacy S recall'of "Medroxy Progest. Acetate 150

mg/ml" fromJ: anuary 1, 2007 to June 22 '-2008.? ‘-The documents also 1nc1uded Seven
master forrnula Worksheets ' e ‘

16 On June 24 2008 the Board 1nvestrgators returned to Respondent

Pharmacy and issued an order that the pharmacy cease and de51st from compounding

all non-sterilé to stérile mjectable drug compounds until complrance On June 30,
2008, the Board recerved froni PIC Béréliani, among other thmgs, hrs comphance
plan and response to the ceaSe and desrst order SR

Fi trst and Second Cttuses for Drscrplme o v
' 17 The Board’s 1nyest1gatron m June 20_0_8 was prompted by a complarnt

that Respondent Pharmacy Wwas selling its-compotnded- Medroxyprogesterone
prefrlled syrmges thrOtIgh : "Whol al"

18 SMS isa Wholesale company operatlng from Colorado On March 24,

2006, the Board issted a pennrt fo SMS as an out—of—state d1str1butor The permlt Was

due to explre on March 1 2012 unless renewed

19 Respondent Pharmacy conducted bllSlIleSS wrth SMS as follows SMS B

sold stenle 1n]ectable drugs to'its customers, which were doctors, ‘clinies; and - :

* hospitals. SMS customers placed orders for drug’ products with SMS; and pard SMS
for the products, SMS filled the customier orders by subnnttmg a written bid. (quote)
to Respondent Pharmacy for the compounded drug product; which indicated the price
SMS would pay Respondent Pharmacy for the product Respondent Pharmacy

shipped the product directly to SMS's customer. Respondent Pharmacy was not paid

by the customer; instead, Respondent Pharmacy was paid by SMS, based on invoices
it submitted to SMS. “SMS paid Respondent Pharmaey for drugs shrpped to SMS
customers on a weekly or b1 Weekly basis, -

ealled Su _rror' Medrcal Supply, Inc (SMS) .' -_ =


http:non-sterile.to

20.  The Board's investigation found that the price SMS paid to Respondent
Pharmacy for a compounded product was less than the amount paid by SMS's
customer to SMS. For example, for Medoroxyprogesterone, SMS paid Respondent
Pharmacy $13.00 per unit, but SMS charged its customers $17.67 per unit, with the
difference being SMS's profit from the order.

21.  According to Bereliani, SMS referred customers to Respondent
Pharmacy for its sterile injectable products. Respondent Pharmacy contacted the
physician to obtain a telephone prescription, and would dispense the product based on
the telephone presecription. Respondent Pharmacy shipped the drug products directly
to the customer and never shipped drug products to SMS.

22.  The Board's investigation found that SMS did not have a DEA license
to distribute controlled substances. The Board's investigation found that, from

““February 27, 2008, {o August 4, 2008, Respondent Pharmacy and PIC Bereliani had a

verbal agreement to furnish orders from SMS to SMS's customers for controlled
substances and then bill SMS for the purchase of the controlled substance.

23,  The controlled substances that Respondent Pharmacy shipped to SMS's
customers were controlled substances not originally acquired from SMS.

24.  Inspector Kazebee's testimony established that a drug manufacturer
requircs a manufacturing license obtained from the Federal Drug Administration
(FDA). The FDA has stringent quality control requirements, checks and balances,
etc., that apply to drug manufacturers. Respondent Pharmacy did not have an FDA
issued drug manufacturing license.

Third Cause for Discipline

25.  Ii was established by stipulation that "[on June 19, 2008, Board
investigators determined that Respondent Bereliani did not have written policies and
procedures established for the use of a mastet formula, worksheets and documentation
when compounding sterile batch injectable drugs from none-sterile ingredients.”

Fourth, Fifth, and Sixth Causes for Discipline

26.  On June 19, 2008, Respondent Pharmacy maintained only a few of the
required master formula work sheets for the pharmacy's compounding of sterile
injectable drugs from non-sterile ingredients. When Inspector Kazebee asked
Bereliani for the master formula for Medroxyprogesterone Acetate 150 mg/ml,
Bereliani stated he did not have that master formula. Bereliani told Kazebee that he
prepared compounded drugs from worksheets and did not have master formulas.

27. It was established by stipulation that "[o]n June 19, 2008, Board
investigators found that preparation records for the compounding of sterile injectable




drugs fr0m non-stetile 1ngred1ents showed different exprratron dates. For instance,
Respondents placed a one-year expiration date for the same sterile injectable drigs
shipped oulside of California. Investlgators reviewiilg preparatlon récords determined
that no master formula was present to Substantlate the dlfferlng exprratron dates for
the same sterile 1nJectable drugs

28. On June 19 2008 Inspector Kazebee revrewed samples of logged
formula Worksheets and found no master formulas to Justlfy the exprratron dates glveu
to the drugs For example, the logged formula Worksheet dated May 23, 2008, for ;
Methylprednisolone Acetate 80 mg/ml was given a 180- day expiration date of
November 23, 2008, even though oné of the ingtedients used, Benzyl Alcohol,
expired in October 2008, There was no master formula to justify the 180-day
expiration‘date.” When asked 10 justn?y the 180- day. exprratron dates recorded on the
worksheets, Berelranr said he relred on h1s expenence and lrterature whrch he d1d uot
provide to Inspector Kazebee :; o i - :

29. Based o therr re‘vrew of Respondent Pharmacy S records of June 19
2008, the Board 1nvest1gators found Respondent Pharmaoy did not ‘have written
]ustrfrcatron for labeling the sdme: drug with ‘different exprratron dates, depending on
whether it was shipped in California (180- day exprratron) or outside of California -
(one-year exprratlon) At hearlng, Bereliani testified that he assigned different =
expiration dates because he believed that the true expiration date for compounds was
oné year under federal law. Smce Calrfornia had stricter requrrernents than other
states, then Calrfornra products were glven §ix month éxpiration dates.- Berellam s
belicf about ¢xpiration dates, however, does not excuse the- farlure to rnamtam records b
]ustrfyrng the drfferent exprratron dates grven to the Sarne drug : SR

30 Durrng the June: 19 2008 1nspect10n Board rnvestlgators asked to
review the pharmacy's cornpoundrng records. Bereliani proVrded a binder contarnrng
logged formula worksheets.” Inspector Kazebes found other ¢ ympounding worksheets
_ vere nol initialed by the pharmacrst as'vetificatior of the work of the =
pharmacyﬁt hnlcran" Bereliani explaingd that he checked all compounded products
before they were dlspensed but he documented his Verlfrcatron on the worksheets

when the worksheets were fﬂed 1n the b1nder at a later trme

31, At heanng, Berehanl demed that pharmacy technlcran Zheran‘
Aghakhan performed compoundmg dutres ‘without supervrsmn “There Was
supervision, but the supervision was ‘not-docuinented on the logged formula
worksheets unil later. Bereliani: testified he' mltraled the logged formula worksheets
after hours or oi his days 6ff. But he asserted that the pharmacy did not dlspense any L
drug that was not flrst revrewed by a pharmaerst on duty ' :



Seventh and Eighth Causes for Discipline

32.  During the June 19, 2008, inspection, Board investigators found that
Respondent Pharmacy misbranded the drug Medroxyprogesterone Acetate 150 mg/ml
and labeled it with false and misleading information. Inspector Kazebee {estified the
drug was misbranded when it was identified by the abbreviation "Medroxy Proge" or
"Medroxy Progst PF" instead of the full name. Inspector Kazebee testified these
abbreviations are not clear. The letters "PF" are misleading because PF can mean pre-
filled, preservative free, or paraben free. The drug was also misbranded by the
strength of the drug shown as "(75/.5) 75/0.5 mg" or "(75/0.5 mg) ml." Inspector
Kazebee testified there is no such drug in this strength. The strength of the drug
should be written as "150 mg/ml," as shown on the logged formula worksheet.
Inspector Kazebee also testified that the drug was misbranded by showing an

expiration date of 180-days when the master formula indicated a 90-day expiration,

33.  From February 28, 2008, through June 4, 2008, Respondent Pharmacy
shipped Medroxyprogesterone 150 mg/ml pre-filled syringes to doctors and clinics
that were labeled as "Medroxy Progst PF (75/0.5 mg) ml" or "Medroxy Proge (75/.5)
75/0.5 mg," and were given a 180-day expiration if shipped in California or a one-
year expiration if shipped outside of California. These drugs were misbranded, for
the same reasons discussed in Finding 32, above, which Respondent Pharmacy knew
or should have known when it sold and shipped the drugs.

34. It was established by stipulation that "[o]n June 19, 2008 and June 24,
2008, Board investigators found that Respondents misbranded the prescription labels
with expiration dates as 180 days for drugs shipped in California and one year
expiration date for drugs shipped outside of California for the same drugs."

35. At hearing, Bereliani testified that abbreviations were used to label the
Medroxyprogesterone Acetate because of the Etreby computer software used by
Respondent Pharmacy. The Etreby system is used by pharmacies all over the United
States. Etreby labels were too big for small vials. The Etreby software allows only a
limited number of characters.to be input for the drug name on the label. Respondent
Pharmacy used the Dymo machine to create labels for smaller vials. The Etreby
system is an automated system that maintains all types of pharmacy records, patient
profiles and history, and billing and insurance data, and also prints labels. Bereliani
pointed out that prefilled syringes were packed for shipping in a plastic bag, where
the larger Etreby label was attached to the outside of the plastic bag and used the

“abbreviated name (Medroxy Progst or Medroxy Proge), but the smaller Dymo label

was placed on each pre-filled syringe with the full name of the drug on the label.

36.  Inspector Kazebee's testimony that Respondent Pharmacy misbranded
and labeled drugs with false and misleading information was credible, given his
education, experience and training. Bereliani's testimony was not sufficient to refute
Inspector Kazebee's testimony.




Ninth Cause for DiScipline ,

37.  OnJune 24, 2008, the Board setved Respondent Pharmacy with a cease
and desist order to rmmedrately cease and desist compounding non-sterile to sterile
injectable drugs The cease and desist order also required Respondent Pharrnacy to
immediately 1mp1ement a recall of "all compounded injectable drugs in'which the

labeled expiration dates on ‘the frnrshed products exceeds the explratron datrng on the -

master formulas," and “all misbranded injéctable products in whichthe -
Medroxyprogesterone 150 rng/ml was labeled with the false or mrsleadrng
information as 'Medroxy Progst PF (75/0 5 mg)ml' or ‘Medroxy Proge
(75/.5)75/0.5mg". " (Exh 28 ) Eh

38. On Iune 27 2008 Berehanr sent the Board a letter settlng forth the’
steps taken by’ Respondent Pharmacy in'response to the cease and desist order.
Among the steps taken were to recall the drugs whose, labeled expiration dates on the
finished products exeeeded the éxpiration dates on the master formuals, and to recall
the "rmsbranded" and "1n dvertently m1slabeled" Medroxyprogesterone‘ _ (Exh 29 )

- which 1ndlcated that the product Was berng recalled asa result of "Insuffrcrent
evrdence to substant1ate the assrgnment of exprratron dates " (Exh 32 )

39 Respondent Pharmacy stlpulated fo the factual allegat1ons of the o
Second Amended Accusation; Paragraph 37(a) through 37(e) except for the word
- "drop" in Paragraph 37(b) line 14, and in Paragraph 37(¢), line 13." The followrng

facts were establrshed by that sttpulanon (w1th brackets 1nd1catrng the 0mlssron of the .

word “drop")

A; L "Approxnnately on or after June 19 2008 [Respondent Pharrnacy] and
Berehanr initiated a drug recall of all compounded injectable drugs whose

labeled expiration d _esfon the frnrsh products exceeded the exprratron dates T

on the Master Formulas i

_B‘ - "[Berehanr] 1dent1f d o the pharmacy s Drug Recall Report a total of
1732 orders 1,425 misbranded drug orders [] shipped to ¢linics and doctors'
[sic] outside of California and 307 rmsbranded drug orders shrpped to
Cahfornra clln1cs and doctors e B

C. ' "The Drug Recall Report 1dent1f1ed the drug, the total quantrty of drug -

labeled exprratron ‘dates that wete false and mrsleadmg "

D.  "Based on ReSpondents Drug Recall Repoit the misbranded drugs
shipped out of California to clinics and dociors' offices between the period of -
July 1, 2007 through June 30, 2008 included: [the drugs listed in paragraph
37(d) of the Second Amended Accusation]." o -




E. "The misbranded drugs [] shipped to California clinics and prescribers
between January 1, 2008 to June 30, 2008 were: [the drugs listed in paragraph
37(e) of the Second Amended Accusation]."

40. Based on Resp.ondent'Pharmacy s stipulation to Paragfaph 39(a)
through 39(e), set forth above, it was established that the drugs that Respondent
Pharmacy sold and subsequently recalled were misbranded.

Tenth Cause for Discipline

41.  During the June 19, 2008, inspection, Inspector Kazebee reviewed the
logged formula worksheet for Phentolamine Mesylate 50 mg/cc Injectable,
Phentolamine Mesylate is one of the ingredients used for making Tri-Mix, which is a
drug for erectlle dysfunct10n that is injected into the pems Phentolamme Mesylate

prescriptions for Tri-Mix.

42,  Based on his review of the logged formula worksheet for Phentolamine
Mesylate 50 mg/cc Injectable made on May 1, 2007, Inspector Kazebee found that the
worksheet showed a miscalculation and resulted in the final product being only one-
third the strength it should be. (Exh. 21.) The logged formula worksheet listed two
ingredients for maklng the stock solution, the first ingredient being Phentolamine
Mesylate USP and the second ingredient being Bacteriostatic Water for Injection
Injec. The logged formula work stated the quantity of the first ingredient as 500 mg,
and the quantity of the second ingredient as 30 cc. The final product ("Phentolamine
Mesylate 50 mg/cc Injectable") isto havea potency of 50 mg/cc. Kazebee's
testimony established that the 50 mg/cc potency is not achieved if the amount of the
first ingredient is only 500__ mg. According to Kazebee, the amount of the first
ingredient should be 1,500 mg to achieve a final product potency of 50 mg/cc (i.e.,
1,500 mg divided by 30cc equals 50 mg/cc). Since only one-third of the first
ingredient was used (500 mg) the final product s potency was only one-third of What
it should have been.

43.  Respondent Pharmacy filled six prescriptions for Tri-Mix using the
Phentolamine Mesylate 50 mg/cc Injectable made on May 1, 2007, which, due to
miscalculation, was only one-third the required potency.

44.  During the June 19, 2008, inspection, Inspector Kazebee determined
that Respondent Pharmacy failed to verify the accuracy of the logged formula
worksheet for Tri-Mix (Phen/PGE/PAPA) 1 MG/20MCG/30MG/ML Injectable.
(Exh. 21, Doc. E.} According to Inspector Kazebee, two of the ingredients are
transposed and miscalculated so that patient R.T. received three times the dose of the
first ingredient (Phentolamine Mesylate) and one-third the dose of the second
ingredient (Prostaglandin) on his Tri-Mix injection. Further, Inspector Kazebee noted



that the Trr Mix product was given a' "D1scard after" date of May 14, 2008, but the -
first 1ngred1ent (Phentolamme Mesylate) had an explratlon date of Aprll 2008

45.  The logged formula Worksheet for Phentolamme Mesylate 50 rng/cc
Injectable made on May 1, 2007 mdrcated a discard date of November 1, 2007.
Respondent Pharmac‘y continued to use the Phentolamme Mesylate 50 mg/cc
Injectable made on May 1, 2007, to make Tri-Mix products that were Tabeled with
expiration dates in March 2008 and May 2008 : .

_ 46 Bereham testified that he does not bel1eve Respondent Pharmacy
drspensed mcorrectly compounded Tri-Mix product Several Tri-Mix customers
remamed customers of Re POt ’Pharmacy after bemg dlspensed the Trr er

e -

Based on’ the be _or of these custbrn 1S, Bereham beheves the pharmacy dld not o
dlspense TI‘l-M Swith 11nproper stock solutiofr. " I there was any problems with Tti- -
Mix that was d1spensed Bereliani Would expect he Would hear complamts from the =
doctors and patrents _whrch he drd not S

Eleventh Cause for Dtscrphne

47-."” "Soluspan" is a_r ered trademark name of Scherrng—Plough‘ R
Celestone Soluspan 6 mg/ml a betamethasone acetate: mjectable suspension. (Exh
46.) It is used lo reduce mﬂammatlon Docurnents provrded to the Board followmg

C pan. No evrdence wis presented, that Respondent o
Pharmacy ha_d permrssron from Schermg Plough te use 1ts reglstered trademark name . .-
"So]uspan L : C

48. At'hearmg, Berelram testrfred he d1d not know "Soluspan" was a”

registered trademark name, This testlmony was not credible. ‘Bereliani has beem -

licensed in California asa pharmacrst since August 2000. - Product information for
Celestone Soluspan shows’ copyright: dates of 1969 and 2007. (Exh. 46 ) Tn 2008,
Bereliani knew or reasonably should have known that "Soluspan was'a reglstered"-' a
trademark name for a’sterile injectable product ‘which is his busmess At the Very' =
least, he reasonably could be expected to have rnqurred about the name Soluspan -

49. At the conclusion of the June 19 2008 1nspect10n the Board s

investigators requested Berehanr, among other things, to provide within three days the
master formulas for Medroxyprogesterone Acetate prefilled syringes, for all dosages
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of Methylprednisolone Acetate Suspension and for the Trimix fbrmulations, and all
other non-sterile to sterile products. On June 23, 2008, the Board received seven
formula worksheets from Bereliani. (Exh. 27.)

50.  The Pharmaceutical Compounding Centers of America (PCCA) is an
organization that provides its members with master formulas that have been

researched and tested. Pharmacists and pharmacies have to pay to become members
of PCCA.

51.  Respondent Pharmacy stipulated to the factual allegations of Paragraph
39(b) of the Second Amended Accusation, which reads, in pertinent part:
"Respondents were not a member of the [PCCA] and were not authorized to copy
their formulas without PCCA's permission. Though they had not been given
permission by PCCA. to reference their formulas, Respondents did so in at least 7

T formulas sent to the Board," which are enufmerated in Paragraph 39(b) of the Second
Amended Accusation. For example, the formula worksheet for Medroxyprogesterone
Acetae (New) 150 mg/ml referenced PCCA Formula 7404 in items 6 and 7 of the
mixing directions. (Exh. 27, p. AGO 2.)

52.  The seven formula worksheets received by the Board on June 23, 2008,
referenced PCCA formulas, but also stated, "This formula is a trade secret of
Advanced Pharmacy." Respondent Pharmacy referenced the PCCA formula and then
identified the formula as "a trade secret of Advanced Pharmacy.” By so doing,

. Respondent Pharmacy knowingly and falsely represented the PCCA formulas
referenced were a trade secret of the pharmacy.

Twelfth Cause for Discipline

53.  Respondent Pharmacy stipulated to the factual allegations of Paragraph
49 of the Second Amended Accusation, which reads: "[O]n or about June 30, 2011,
an inspection of [Respondent Pharmacy] revealed that on that date, three pharmacy
technicians employed by [Respondent Pharmacy] routinely compounded sterile
injectable and non-sterile preparations with only one pharmacist on duty at the
pharmacy during the morning shift (approximately 9 a.m. to 1 p.m.)."

54.  Inspector Yamada conducted an inspection at Respondent Pharmacy on
June 30, 2011. During the inspection, she interviewed the three pharmacy technicians
who were present and asked them about their duties at the pharmacy. The three
technicians told Inspector Yamada that they performed compounding duties while
only one pharmacist was present at the pharmacy. Based on the statements of the
technicians, Inspector Yamada concluded that Respondent Pharmacy was in violation
of Business and Professions Code section 4115, subdivision (f)(1), which sets a ratio
of two pharmacy technicians to one pharmacist when the technicians are performing
pharmacy technician duties.

11



55. Respondent Pharmaoy S strpulatlon as supplemented by Inspector
Yamada's testrmouy and the statements she obtalned from the technicians, estabhshed
that, on June 30, 2011, the pharmacy was not in comphauce withi the staffing ratio
requirements under Busrness and Professrons Code Sectlon 4115 (Gov Code, §
11514 subd. (d). ) ' o

T htrteenth Cause for Dtsczplmé:‘ :
56. Durrng Inspector Yamada S mspectron at Respondent Pharmacy on,

June 30, 2011, she revr_eWed compoundmg worksheets end product testing results,
prescrrptrons and shrppr

nandrolone decanoate .hyaluronrdase; hydroxyprogesterone caproate and B
medroxyprogesterone Inspector Yamada fo_u_nd that: accordmg to the reCords

confirming the sterlllty of the product fromapprommately Aprrl 27, 2011 to June 28,
2011, For example, the records’showed that medroxyprogesterone was ‘made on May o

11, 2011 the testing results were received by Respondent Phatmacy on’ May 23
2011 but the product Was shrpped between May 12 2011 to May 19 2011

57 - At hearmg, Berelranr estrfred that the only batch product 1n the sample
- reviewed by Inspector Yamada was’ medroxyprogesterone,
other four products were not batcheés.- Bereliani testified that Respondent Pharmacy
received test resuls for each of the products whose records’ Inspector Yamada
reviewed (i.e., testosterone propronate nandrolone decanoate; hyaluronrdase
_hydroxyprogesterone caproate and medroxyprogesterone) and all were reported
sterile and pyrogen free as far as he knows.": Bereliani testrfred that in the’ ‘past, if a
doctor ordered a sterile mJectable product and lab fesults were not yet received, |
'Respondent Pha_ rhacy 3 'ould sh1p the product and tell the doctor to quarautlne the
product. The Pharmacy has’ ‘ '
product at the pharmacy for 14 days untrl 1t recerves the
pyrogen testlng Vel : o

ults'of sterrhty and

M tttgatton / Rehabzltmttort

58, Respondent Pharmacy presented a letter dated March 6 2012 from -
Analytrcal Research Laboratories’ commendmg the qualrty of the pharmacy s
compounding act1V1tles The letter reads in part:: "Srnce [Respondent Pharmacy]
began Workmg with Analytlcal Research Laboratories in 1997, we have perforrned
over a thousand tests on your samples for potency, sterrhty, and endotoxin; as well as
other more complicated assays to help you ‘achieve ydur qualrty assurance goals '
Your dedlcatlon to hlgh quahty compoundrng is eV1dent in your test results

59 At hearrng, Berelranr admrtted and acknowledged that mlstakes wete
made at Respondent Pharmacy in 2008. He took responsibility for those mistakes and
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resigned as the pharmacist-in-charge. Pursuant to the stipulated settlement with the
Board, Bereliani's pharmacist license was placed on five years' probation starting in
December 2011.

60.  Respondent Pharmacy has taken steps to ensure its future and
continued compliance with applicable pharmacy laws and regulations. In September
2011, the pharmacy hired Natalie Behfarin to be the pharmacist-in-charge. PIC -
Behfarin received her Doctorate of Pharmacy in May 2010 from the University of
Southern California School of Pharmacy. In addition, in 2011, Respondent Pharmacy
hired Dr. Jesse Martinez as a consultant to advise on the pharmacy's operations,
especially its sterile compounding practices, and ensure compliance with applicable
laws and regulations. ‘Dr. Martinez is a licensed pharmacist. He is currently a clinical
assistant professor and vice-dean at Western University of Health Sciences, College
of Pharmacy, where he teaches a continuing education course that certifies licensed
" pharmacists and technicians in non-sterile contemporary compounding. He has
founded pharmacies nationally that included sterile compounding infusion services.

61.  Respondent Pharmacy now has a policy and procedute for creatmg a
master formulas and using worksheets. The master formula worksheets have been
changed to cut down on errors, The Pharmacy uses computer software to determine
strength and quality of compounded product, and to calculate the amount of each
ingredient used, and the PIC does a final check. Respondent Pharmacy no longer
indicates a one-year expiration date for products shipped outside of California and
180 days for the same product shlpped within California. Bereliani is currently a
member of PCCA

62, Bereliani i is the ‘president and a shareholder of Respondent Pharmacy.
The pharmacy is his main source of i income for supporting his two children.

63.  No evidence was presented of any complaints made against Bereliani
or Respondent Pharmacy by doctors, patients, clinics, etc., related to ifs compoundmg
activities. No evidence was presented of any patients being harmed from using
compounded products made by Respondent Pharmacy. Respondent Pharmacy nor
Bereliani conducts any business with SMS.

Cost Recovery

64.  The Board incurred reasonable costs investigating this matter of
§8,695.50, and reasonable costs of prosecution in the amount of $70,446.

65.  Bereliani's pharmacist license was placed on five years' probation with

one of the probation terms being that he pay the Board $1,147 for the investigative
and prosecution costs incurred in this matter.
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- -_‘LE_GAL CONCLUSIONS &

1. Businessand Professrons Code sectron 4301 prov1des in part, that the
. Board shall take action against any holder of a lrcense who is guilty of unprofessronal
conduct, Wthh includes but is not limited to: "G) The violation of any of the statutes
of this state . .. or of the Umted States regulatlon controlled sibstances and dangerous
drugs," and "(o) "Violating . . drrectly or indirectly . . - the applrcable federal and
state law's and regulatrons governing pharmacy, 1ncludmg regulatrons estabhshed by

the board or by any other state or federal regu]atory agency W2 - i

2. FIRST CAUSE Cause exrsts fo dlsc1p11ne pondent Pharmacy S
permlts pursuant to'sections 4301, subdrvrsrons (j) and (o), and 4033, subdlvrslon (a)
in that Respondent Pharmacy acted as a manufacturer within the meanmg of section
4033, at a time wher it only’ held a pharmacy permrt and compoundmg permrt based '
on the matters 1n Factual Frndmgs 2,3, 6 17~21 and 24

X A "manufacturer 1s defrned under sectlon 4033 subdmsron (a)(l) to
include "eVery person who prepares, derrves produces comp‘ "nds or. repackages
any drug or device except a pharmacy that manufactures on the’ 1mmedrate premlses
where the drug or dev1ce is sold to the ultrmate consumer " (Emphasrs added )

In the transactrons 1nvolv1ng SMS Respondent Pharmacy acted asa
manufacturer W1thm the meaning 6f section 4033 The exception under section 4033,
subdivision (a)(l) does not apply because Respondent Pharmacy did not sell the
compounded drug to the ultimate consumer (1 e., doctors, clinics, hOSprtals)
Respondent Pharmacy "sold" drugs to SMS; in that SMS yaid Respondent Pharmacy
for the drugs which the pharmacy hipp =-to the ultimate consumer.  Becatise of
SMS's role in the transactions (i.¢ ¥ -man between Respondent '
Pharmacy and the ultrmate con mer) : i that the price

paid _espondent Pharmacy _
ndentPh; macy sold{drugs to the ultlmate

(a)(a). Respondent. Pharmacy acted as a'manutacturer Wrthout holdrng the approprrate -
hcense or lrcense authorlzmg it to do so o . : . -

3. SECOND CAUSE Cause exists to d1scrp11ne Respondent Pharmacy s
permits, pursuant to section 4301, subdivisions (j) aiid (o), in that Respondent
Pharmacy violated sectlon 4126. 5 by furnlshrng controlled substances and . :
compounded drugs to a wholesaler from whom the controlled substances’ were not - :
acqu1red based on the matters in Factual Frndmgs 17- 23

2 All further statutory references are to the Business and Professions Code
unless otherwise indicated.
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Under Business and Professions Code section 4126.5, subdivision
(a)(1), a pharmacy may furnish dangerous drugs only to, among others, a "wholesaler
.. . from whom the dangerous drug was acquired." The term "furpish" is defined
under section 4026 as "to supply by any means, by sale or otherwise." Here,
Respondent Pharmacy "furnished" compounded drugs to SMS, in the sense that SMS
paid Respondent Pharmacy for products that the pharmacy shipped directly to SMS's
customers. The customers, in turn, paid SMS for the drugs received. SMS arranged
the transaction as the middle-man. The transaction would not occur absent SMS's .
participation as middle-man. Under these circumstances, Respondent Pharmacy -
"furnished" compounded drugs SMS, which drugs it did not acquire from SMS.

4, THIRD CAUSE, Ca_us_e-exists to discipline Respondent Pharmacy's
permits, pursuant to section 4301, subdivisions (j) and (o), in that Respondent
~_ Pharmacy violated California Code of Regulations, title 16, section 1751.02,

~subdivision (c)(3)(1), by failing to maintain required written policies and procedures
associated with its preparation and dispensing of sterile injectable products, based on
the matters in Factual Finding 25. However, cause for discipline does not exist for a
violation of section 4081. The written policies and procedures that are the subject of
the Third Cause for Discipline are not the type of "records of manufacture and of sale,
acquisition, or disposition of dangerous drugs or dangerous devices" governed by
section 4081. :

California Code of Regulations, title 16, section 1751.02, subdivision
(c), requires that pharmacies compounding sterile injectable products from one or
more non-sterile ingredients must have written policies and procedures that comply

with certain requirements specified in the regulation. Subdivision (c)(3)(I) provides - -

that, "[f]or sterile batch compounding, written policies and procedures must be
established for the use of master formulas and work sheets and for appropriate
documentation.” o .

5. FOURTH CAUSE. Cause exists to discipline Respondent Pharmacy's
permits, pursuant to section 4301, subdivisions (j) and (0), in that Respondent
Pharmacy violated California Code of Regulations, title 16, section 1751.3, -
subdivision (b)(6), by failing to maintain, for three years, the preparation records,
including Master Formula worksheets, when compounding sterile products from one
or more non-sterile ingredients, based on the matters in Factual Findings 26-29.
However, cause for discipline does not exist for a violation of section 4081, The _
preparation records that are the subject of the Fourth Cause for Discipline are not the
type of "records of manufacture and of sale, acquisition, or disposition of dangerous
drugs or dangerous devices" governed by section 4081. :

7 California Code of Regulations, title 16, section 1751.3, subdivision
(b)(6), requires that, for sterile products compounded from one or more non-sterile
ingredients, certain records must be maintained for three years, including but not
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limited to, "[p]reparatron reoords including the master work sheet the preparauon
work sheets and records of end—productron evaluatlon results ARV

6. FIFTH CAUSE Cause exrsts to dlsmplrne Respondent Pharmacy S
permits, pursuant to section 4301; stubdivisions (]) and (0), in that Responident

Pharmacy violated Cahfornra'Code of Regulatrons title 16, section 1716.2, by farhng

to maintaid ct)rnplete récords requ1red for: compoundrng for future furnrshrng of -
drugs, based on.the riatters in Factual Fmdrngs 26-29.- Specrfrcally, Respondent
~ Pharmacy farled to maintain records Jusufyrng'drfferent explratron dat
drug, the master formulas, and worksheets Slgned or initialed by 4 pharmacrst '

performrng the compoundrng However, cause for drscrphne does not exist for a
violation of section 4081, The récords that are the’ subject of the Fifth Cause for
Discipline are not the type of "records of manufacture and of sale; -dcquisition, or
drsposrtron of dangerous drugs or dangerous devrces_:- governed by_sectron 4081

Cahforma Cod Regulatrons ;_tltle _

to:

(1) The date of preparatron _
(2) The Iol numbers. . ' o
(3) The explratron date of the frnrshed product Thrs date must not exceed 180

longer date is supported "by stablhty studles in the same type of packagmg as
' _escrrber % Shorter datrng than set forth in thrs subsectron rnay be

(4) The 31gnature or 1n1t1als of the pharmac1st performrng the compoundrng
(S) A'formula for the comy ounded product The formula must be marntarned

(8) The packfrge srze;and the nurnber of unlts prepared Mg

7. SIX I—I-CAUSE Cause eX1sts to drscrplrne Respondent Pharrnacy S
petmis, pursuant to Section 4301 subdivision (j) and (o), inr ‘that Respondent
Pharmacy violated Cahfomra Code of Regulatrons title 16, section 1793.7,
subdivision (a) by failing to document supervision ; and Verrfrcatron of duties

performed by the pharmacy technicians, based on the matters in Factual Findings 30- - -

31. However, cause for drscrphne does not exist for a violation of section 4081, The
records that are the subject of the Sixth Cause fot Discipline are not the type of

"records of manufacture and of sale; acqursrtron or drsposrtron of dangerous drugs or

dangerous devices” governed by section 4081
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Catifornia Code of Regulations, title 16, section 1793.7 sets forth the
requirernents for pharmacies employing pharmacy technicians. Subdivision (a})
requires that "any function performed by a pharmacy technician in connection with
the dispensing of a prescription . . . must be verified and documented in writing by a
pharmacist. . . . [T]he pharmacist shall indicate verification of the prescription by
initialing the prescription label before the medication is provided to the patient.”
Subdivision (b) states: "Pharmacy technicians must work under the direct supervision
of a pharmacist and in such a relationship that the supervising pharmacist is fully
aware of all activities involved in the preparation and dispensing of medications,
including the maintenance of appropriate records.

Here, Bereliani's after-hours signing and initialing the worksheets did.
not constitute proper documenting of supervision and verification of duties of the
pharmacy technician Absent having a Board monitor stand in the pharmacy to vetify

the only Way for the Board to venfy superv1810n and ensure public protecuon It
should not be left as an after-hours or off-day activity.

8. SEVENTH CAUSE. Cause exists to discipline Respondent Pharmacy's
permils, pursuant to section 4301, subdivisions (j) and (0), in that Respondent
Pharmacy violated section 4076, subdivisions (a)(7) and (9), and California Code of
Regulations, title 16, section 1751.2, subdivision (b), when it misbranded and labeled
drugs (Medroxyprogesterone Acetate) with false and misleading information about
the name of the drug, its strength and concentration of ingredients, and expiration
date, based on the matters in Factual Findings 32-36.

‘Under section 4076, subdivision (a), a pharmacist shall not dispense
any prescription except in a container that meets the requirements of state and federal
law and is correctly labeled with certain information including the "strength of the
drug or drugs dispensed” (subdivision (a)(7)) and the "expiration date of the
effectiveness of the drug dispensed" (subdivision (a)(9)). California Code of
Regulations, title 16, section 1751.2, subdivision (b), requires that a pharmacy which
compounds sterile i'njc_ctable products shall include certain information on the label,
including, but not limited to, "Name and concentrations of ingredients contained in
the sterile injectable product.”

9. EIGHTH CAUSE. Cause exists to discipline Respondent Pharmacy's
permits, pursuant to section 4301, subdivisions (j) and (o), in that Respondent
Pharmacy violated section 4169, subdivision (a)(3), and Health and Safety Code
section 111335, when it sold dangerous drugs (Medroxyprogesterone 150 mg/ml pre-
filled syringes) that it knew or reasonably should have known were misbranded, :
based on the matters in Factual Findings 32-36. j

Section 4169, subdivision (a)(3), provides that a person or entity may
not "[pJurchase, trade, sell, or transfer dangerous drugs that the person knew or
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reasonably’ should have known' were mtsbranded as defmed in Sectton 111335 of the

Health and Safety Code." Health and Safety Code section 111335 reads: "Any drug '

or device is misbranded if its labelrng of packagmg does not conform t6 the "
requnernents of Chapter 4 (commencmg with Section 110290). " Section 110290
reads: "In determlnmg whether the labehng or advertisement of a food, drug, device,
or cosmetic is misleading; all representations ‘made or suggested by statement, word,
design; device, sound; or any combination of these, “shall be taken into account. The
extent that the’ labelrng or advertlsmg farls to reveal facts' concernmg the food, drug,
device, or costietic or consequences of customary use of the food drug, dev1ce or
cosmetic shalI also be consrdered " : : :

0. NINTH CAUSE Cause extsts to dlscrphne Respondent Pharmacy s
permits, pursuant to section 4301, subdivisions (j) and (o), in that Respondent * "

Pharmacy violated sections 4169, subdivision (a)(3), and 4342, and Health and Safety._ __ :
Code sect1on 111330 when it sold dangerous drugs that it knew or reasonably should -
have known were mlsbranded based on’ the matters 1n Factual Ftndlngs 37 40 and 32-' S

36.

HeaIth and Safety Cod‘:

11 TENTH CAUSE Cause oes not eX1st to dlscrphne Respondent
Pharmacy’ 3 permlts pursuant to section 4306 5, subdivision (2), which provrdes that
unprofessronal conduct “for a pharma01st" may 1nclude the 1nappropr1ate exetmse of

experlencc (Factuai'FmdmgS 41- 45 ) The Tenth Cause for Dlsctphne 1s dlsrmssed

12. ELEVENTH CAUSE Cause ex1sts to drscrplme Respondent
Pharmacy's pernuts pursuant to settion 4301, subdivision (g), in that Respondent

Pharmacy knowmgly made or signed’ documents ‘that falsely represented the exlstence e

or nonexrstence of a state of facts based on the matters in Factual Fmdmgs 47- 52

13. TWELFTH CAUSE C'luse exisis fo dtsmphne Respondent

Pharmacy's permits, pursuant to sections 4301, subdivision (o), and 4115, subdivision' - -~

(H)(1), in that, on June 30, 2011, Respondent violated the pharma01st to pharmacy
technician ratto requ1rements based on the matters m Factual Fmdmgs 53 55
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Section 4115, subdivision (f)(1), provides, in pertinent part: "A
pharmacy with only one pharmacist shall have no more than one pharmacy technician
performing the tasks specified in subdivision (a). The ratio of pharmacy technicians
performing the tasks specified in subdivision (a) to any additional pharmacist shall
not exceed 2:1, except that this ratio shall not apply to personnel performing clerical
functions pursuant to Section 4116 or 4117. The tasks specified in subdivision (a)
are "packaging, manipulative, repetitive, or other nondiscretionary tasks, only while
assisting, and while under the direct supervision and control of a pharmacist."

14.  THIRTEENTH CAUSEFE. Cause exists to discipline Respondent
Pharmacy's permits, pursuant to section 4301, subdivision (o), in that, between April
2011 and June 2011, Respondent Pharmacy violated California Code of Regulations,
title 16, section 1751.7, subdivision (c), when it compounded sterile injectable batch
products prepared from a non-sterile source and dispensed the products prior to

“"quarantining the products and receiving acceptable end product pyrogen and sterility
results, based on the matters set forth in Factual Finding 56.

California Code of Regulations, title 16, section 1751.7, subdivision
(¢), reads: "Batch produced sterile injectable drugs products compounded from one
or more non-sterile ingredients shall be subject to documented end product testing for
sterility and pyrogens and shall be quarantmed until the end product testing CO]]flI‘II’lS
sterility and acceptable levels of pyrogens.”

15. DISPOSITION. Respondent Pharmacy has shown sufficient
rehabilitation to warzant retaining its permits subject to a period of probation under
specified terms and conditions. Bereliani cooperated with the Board investigation,
He has accepted responsibility for the mistakes made at the pharmacy. No evidence
was-presented of any patient harm or complaints arising from the pharmacy's
compounding activities. Bereliani and Respondent Pharmacy stopped doing business
with SMS. Bereliani stepped down as the pharmacist-in-charge. He has implemented
changes in the pharmacy's operations, including the hiring of a new pharmacist in
charge and a consultant, to ensure compliance with pharmacy laws and regulations.
Bereliani's pharmacist license is on probation under appropriate terms and conditions.
Under these circumstances, public protection is served by placing Respondent
Pharmacy's permits on probation for five years under the terms and conditions set
forth in the Order below.

The Board's model standard terms for premises are used for the terms
and conditions in the Order below. However, the standard term entitled "Community
Services Program” is omitted, as it would be impractical for a corporation to comply
with this term. Moreover, the Respondent owner, Bereliani, is already obligaled {o
perform 250 hours of free health-care related services to a community or charitable
facility as part of the five-year probation for his pharmacist license. Complainant's
closing reply brief included suggested optional probation terms, which were
considered. The optional terms that were not included in the Order below were for

19




admrnrstratlve fine, m.andatory educatron and documentatlon Those optlonal terms
were deemed not necessary or approprlate for thls case -

16. COST RECOVERY Grounds exist (o drrect Respondent Pharmacy to
pay the reasonable costs of 1nvest1gat10n and enforcement of this matter parsuant to
section 125 3 111 that Respondent Pharmacy commrtted Vlolatlons of pharmacy law

costs of 1nvest1gat10n and enforcement of thrs matter under sectron 125 3are

~ $8,695.50 (investigative) and $70 446 (enforcement) as set forth in Frndrng 64 above.

However a reductron in the cost _covery amount is warranted No evrdence was

: establrshed The Board S costs were 1ncurred over a fonr—year perlod frorn 2008 to

2012, Investrgatrve costs per year were approxrmately $2 174 (calculated by drvrdrng

d1V1d1ng $70 446 by 4).--'I't 1s approprlate to order Respondent'Pharrnacy to pay one
year's worth of the costs, which'is $19, 786 Respondent Pharmacy shall pay that
amount as set forth in the Order below v

| | ORDER

Permrt nurnber PHY 48591 and permrt numher LSC 9942_6 1ssned to
respondent Advarced Physrcran Solutrons_, Inc dba Advanced Co :poundrng
Pharmacy; are fevoked; how ver, ation {s ¢ AC

' probatlon for five years upon. 'he foll'

1, Obey AllL :

Respondent owner shall obey all ;
owner shiall Téport any of the. followrng occurr 'ces to the board in wrrtrng, w1th1n
seventy two (72) hours of such occurrence — : -

- arrest or issuance of a crlmrnal complamt for Vrolatron of any provision of
the Pharmacy Law, state and federal food and drug laws or state and federal

controlled substances laws

-2 plea of gullty or nolo contendre in any state or federal crnmnal proceedlng
to any crrrnmal cornplarnt 1nformatron or lndlctment

-a convrctlon.of any crime -
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- discipline, citation, or other administrative action filed by any state or
federal agency which involves respondent’s pharmacy permit or compounding
permit or which is related to the practice of pharmacy or the manufacturing,
obtaining, handling or distributing, billing, or charging for any drug, device or
conirolled substance. Failure to timely report any such occurrence shall be
considered a violation of probation. :

2. Report to the Board

Respondent owner shall report to the board quarterly, on a schedule as directed by the
board or its designee. The report shall be made either in person or in writing, as
directed. Among other requirements, respondent owner shall state in each report
under penalty of perjury whether there has been compliance with all the terms and
conditions of probation. Failure to submit timely reports in a form as directed shall be
~~—considered a viotatiomrof probution. Any period(s) of delinquency insubmission of
reports as ditected may be added to the total period of probation. Moreover, if the
final probation report is not made as directed, probation shall be automatically
extended until such time as the final report is made and accepted by the board.

3. Interview with the Board

Upon receipt of reasonable prior notice, respondent owner shall appear in person for
interviews with the board or its designee, at such intervals and locations as are
determined by the board or its designee. Failure to appear for any scheduled interview
without prior notification to board staff, or failure to appear for two (2) or more
scheduled interviews with the board or its designee during the period of probation,
shall be considered a violation of probation.

4, Cooperate with Board Staff

- Respondent owner shall cooperate with the board's inspection program and with the
board's monitoring and investigation of respondent's compliance with the terms and
conditions of his or her probation. Failure to cooperate shall be considered a violation
of probation.

3. Reimbursement of Board Costs

As a condition precedent to successful completion of probation, respondent owner
shall pay to the board its costs of investigation and prosecution in the total amount
of $19,786. Respondent owner shall make said payments pursvant to a payment
plan approved by the Board or its designee. There shall be no deviation from this
schedule absent prior written approval by the board or its designee. Failure to pay
costs by the deadline(s) as directed shall be considered a violation of probation.
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The filing of bankruptcy by’ respondent owner shall not relieve respondent of his or
her responsrbllrty to rennburse the board 1ts costs of 1nvest1gatlon and prosecutron '

6. Probatlon Monltormg Costs

Respondent owner shall pay any costs assocrated w1th probatron momtormg as

determined by the board each and every yeat of probation. Such costs shall be 7 i
payable to the board on a schedule as directed by the board o its designee Failureto -
pay such costs by the deadhne(s) as drrected shall be consrdered a vrolatron of 7 |
Probatron : : : : o " |

7. Status olecense o ‘;'_f I Rt

Respondent oWner shall at all tnnes whrle ol probatlon, marntarn current llcensure

with the bOard If respondent owner submits an apphcatlon to the board and the
application is approved, for a change of location, ‘change of perniit or change of

ownership, the board: shall retain con "nulng ]urlsdrctron over the license, and the
respondent shall rématn on probatron as-determined by the board. Farlure to rnarntarn R
current lrcensure shall be consrdered a v1olatron of probatron

If respondent llcense exprres oris cancelled by operatron of law ot otherwrse at any
time during the perrod of. probatron mcludrng any extensions thereof or otherwise,
upon rénewal or reapplication respondent s license shall be subject to all terms and
condrtrons of th157 'robatron not prevrously satrsfred g DT

8. Llcense Surrender Whlle on Probatlon/Suspensmn

Followrng the effectrve date of thrs dec151on, should respondent owner drsconttnue
business,: respondent owner may terider the premises license (0 the. board for -
surrender The board or its. deS1gnee shall have the drscretron whether to grant the

' 'f stitrender or take any other ction it deems approprrate and reasonable; - :
Upon formal acceptance of the stitrender o the. llcense resp" '”dent wrll no longer be N
. subject to’ the terms and oondrtrons of probatlon S : SR

Upon acceptance of the surrender re8pondent owner shall relrnqursh the premlses

wall and renewal license to the board within ten (10) days of notification by the board

that the surrender is accepted. ReSpondent owner shall further submit a completed

Discontinuance of Business form according 1o boatrd gmdelrnes and shall notify the

board of the records inventory transfer. Respondent owner shall also, by the effective

date of this decision, arrange for the continuation of care for ongoing patients of the ;
pharmacy by, at minimiam; prOvrdrng a written. notice to ongoing patients that = S :
specifies the anticipated closnlg date of the pharmacy and that identifies one ot more *
area pharmacres capable of taking up the patients' care, and by cooperating as may be

necessary in the transfer of records or prescriptions fo'r ongoing patients. Within five

days of its provision to the pharmacy's ongoing patients, Respondent owner shall
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provide a copy of the written notice to the board. For the purposes of this provision,
"ongoing patients" means those patients for whom the pharmacy has on file a
prescription with one or more refills outstanding, or for whom the pharmacy has filled
a prescription within the preceding sixty (60) days.

Respondent owner may not apply for any new licensure from the board for three (3)
years from the effective date of the surrender. Respondent owner shall meet ail
requirements applicable to the license sought as of the date the application for that
license is submitted to the board.

Respondent owner further stipulates that he or she shall reimburse the board for its
costs of investigation and prosecution prior to the acceptance of the surrender.

9. Notice to Employees

Respondent owner shall, upon or before the effective date of this decision, ensure that
all employees involved in permit operations are made aware of all the terms and
conditions of probation, either by posting a notice of the terms and conditions,
circulating such notice, or both. If the notice required by this provision is posted, it
shall be posted in a prominent place and shall remain posted throughout the probation
period. Respondent owner shall ensure that any employees hired or used after the
effective date of this decision are made aware of the terms and conditions of
probation by posting a notice, circulating a notice, or both, Additionally, respondent
owner shall submit written notification to the board, within fifteen (15) days of the
effective date of this decision, that this term has been satisfied. Failure to submit such
notification to the board shall be considered a violation of probation,

"Employees" as used in this provision includes all full-time, part-time,
volunteer, temporary and relief employees and independent contractors
employed or hired at any time during probation.

10. Owners and Officers: Knowledge of the Law

‘Respondent shall provide, within thirty (30) days after the effective date of this
decision, signed and dated statements from its owners, including any owner ot holder
of ten percent (10%) or more of the interest in respondent or respondent's stock, and
any officer, stating under penalty of perjury that said individuals have read and are
familiar with state and federal laws and regulations governing the practice of
pharmacy. The failure to timely provide said statements under penalty of perjury shall
be considered a violation of probation.

/!
I
4
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11. Posted Notlce of Probatlon '

Respondent owner shall promrnently post a probatron notrce provrded by the board
ina place conspicuous and feadable to the public. The probation notice shall -
remain posted durrng the entlre perrod of probatlon

7 Respondent owner shall not drrectly or: 1nd1rect1y, engage in any conduct or make
any statemiént which is intended to mtislead.or is likely to have the effect of
misleading any patlent customer, member of the public, or other person(s) as to the
nature of and reason for the probatron of the hcensed entrty .

Farlure to post such notrce shalI be consrdered a v1olat10n of probatron
12. Violation of Probation '

Ifa respondent owner has not comphed with any term ot condmon of probatron the

board shall have contrnurng jutisdiction over respondent Ilcense, and probatron shall .

be automatrcally extended until all terins and ¢onditions have been satisfied or the-

board has taken other action as. deemed approprrate {o treat the failure to comply as a.

Vro}atlon of probatron to ternnnate pr'
stayed. o

b‘atron and to 1mpose the penalty that was

If respondent owner Vrolates probatlon in any respect the board after grvrng
respondent owner notice and an ‘opportunity to be heard; may | revoke probatron and
carry out-the d1scrp11nary order that stayed. Notrce and opportunity.to be heard
are not requrred for those proyisions stating that a violation thercof may | lead 1o
automatic termination of the stay. and/or revocation of the hcense Ifa petltlon to
revoke probatron or.an. accusatlon is filed ; against. respondent durlng probatron, the
‘board shall have: contrnurng gurlsdlctlon and the perrod of probation shall be- -

: antomatlcally extended untrl the petrtlon ___o.revoke probatron or accusatlon rs heard

and decrded

13. Completron of Probation_ ST

Upon wrrtten notrce by the board.o is de31gnee 1nd1cat1ng successful completron of S

probatron respondent hcense wrll be fully restored

14. Sep'lrate Flle of Records

Respondent owner shall marntarn and make avallable for 1nspect10n a separate file of -

all records pertaining to the acquisition or disposition of all controlled substances.
Failure to maintain such file or make it available for inspection shall be considered a
violation of probation.,
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15. Development and Approval of All Master Formulas

Before any sterile drug is compounded by the Respondent, a master formula shall be
. developed, and approved and validated by a compounding expert. The compounding
expert shall be approved by the board. Such master formulas shall be immediately
retrievable upon request of the board, along with the name of the approving expert
and the date approved.

16. Process Validation

The end product of any batch of non-sterile to sterile injectable compound shall be
subject to documented end product testing for sterility and pyrogens and shall be
quarantined until the end product testing confirms sterility and acceptable levels of
pyrogens. The end product of any non-sterile to sterile injectable compound shall be

‘examined on a periodic sample basis as defermined by the pharmacist-in-charge to-
insure that it meets required specifications, The Board shall assess the process
validation done by Respondent on a quarterly basis.

17. Restrictions on Compounding - First Year of Probation

For the first year of probation, Respondent is restricted from compounding for future
use, and shall compound drugs only pursuant to a patient-specific prescription.
Additionally, pursuant to Board approval, Respondent choose up to eleven drugs to be
compounded for physician's office use, which will be referred to as "Aﬂowed
Compounds."

The Board reserves the right to cap quantity provided at any time for good cause
shown based on potential risk to the safety of patients. After the first year of
probation, Resporident has no limit or restrictions on compounding, except those
established in law.

During the first year of Respondent's probation, should any of the five Allowed
Compounds become commercially available, Respondent may request of the Board or
the Board's designee that Respondent be allowed to substitute a different, non-
commercially available compounded drug product for that non-commercially
available Allowed Compound.

DATED: March 1, 2013

ERLINDA G SHRENGER
Administrative Law Judge
Office of Administrative Hearings
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KAMALA D, HARRIS

Attorney General of California

GREGORY J, SALUTE

Supervising Deputy Attomey General

SUSAN MELTON WILSON

Deputy Attorney General

HEATHER HUA

Deputy Attorney General

State Bar No, 223418
300 So. Spring Street, Suite 1702
Los Angeles, CA. 90013
Telephone: (213) 897-2574
Facsimile; (213) 897-2804
E-mail: Heather Hua@doj.ca.gov

Attorneys for Complainant

BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

NORMAN JACOBS

In the Matter of the Second Amended Case No. 3251
Accusation Against:

ADVANCED PHYSICYAN SOLUTIONS,
INC. dba ADVANCED COMPOUNDING
PHARMACY
7225 Fulton Ave, SECOND AMENDED
North Hollywood, CA 91605 '

: ACCUSATION

Pharmacy Permit No. PHY 48591
Permit to Compound Injectable Sterile Drug
Products No, LSC 99426

and

TOORAJ BERELIANI

72235 Fulton Ave.

North Hollywood, CA 91605
Pharmacist License No. RPH 51817

and
Pharmacist-in-Charge
P2.0. Box 260044
Encino, CA 91426-0044
Pharmacist License No. RPH 22604

Respondents. '
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Complainant alleges:

PARTIES

1. Virginia Herold (Comp]éina.nt) brings this Accusati'on solely in her official capacity
as the Bxecutive Officer of the Board of Pharmacy, Department of Consumer Affairs.

2. Onor about April 26, 200&’, the Board of Pharmacy issued Pharmacy Permit Number
PHY 48591 to Advanced Physician Solutions, Inc, dba Advanced Compounding Pharmacy
(Respondent Advanced Compounding). The Pharmacy Permit was in full force and effect alt all
times relevant to the charges brought herein and will expire on April 1, 2012, unless renewed.

3. On or about July 3, 2007, the Board of Pharmacy issued 4 Permit to Compound
Injectable Sterile Drug Products Number L.SC 99426 to Respondent Advanced Compounding,
The Permit to Compound Injectable Sterile Drug Produsts was in full force and effect at all times
relevant fo the charges brought herein and will expire on April 1, 2012, unless renewed,

4, Onor about August 30, 2000, the Board of Pharmacy issued Pharmacist License
Number RPH 51817 to Tooraj Bereliani (Respondent Bereliani), Respondent Bereliani was
pharmacist-in-charge of Advarced Compounding Pharmacy from April 26, 2007 through
November 15, 2010, 'fhe Pharmacist License was in full force and effect at all times relevant to
the charges brought herein and will expire on July 31, 2012, unless renewed. !

5. Onorabout july 30, 1962, the Board of Pharmacy issued Pharmacist Liceuse
Nurmber RPH 22604 to Norman Jacobs (Respondent Jacobs), Respondent Jacobs is pharmacist-
in-charge of Advanced Compounding Pharmacy from December 14, 2010 through the present.

~The Pharmacist License was izi full force and effect at all times relevant to the charges brought

herein and will expire on June 30,‘2013, unless renewed,
oo |

i

it

! Board approval of a proposed settlement of the First Amended Accusation against
Respondent Tooraj Bereliani only is currently pending.

Second Amended Accusation
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JURISDICTION
6.  This Accusation is brought before the Board of Pha-rmacy (Board), Department of
Consumer Affairs, under the authority of the following laws. All section references are to the
Business and Professions Code unless otherwise indicated.
7. Section 118, subdivision (b), of the Code provides that the suspension, expiration,
surrender, or cancellation of a license shall not deprive the Boar.d of jurisdiction to proceed with a

disciplinary action during the period within which the license may be renewed, restored, reissned

_or reinstated.

8, Section 4026 of the Code states as follows:

“Furnish” means to supply by any means, by sale or otherwise.

9, Section 4076 of the Code states, in part, as follows;,

"(a) A pharmacist shall not dispense any prescription except in a containér that meets the

requirements of state and federal law and is correctly labeled with all of the following:
(7) The strength of the drug or drugs dispensed.

(9) The expiration date of the effectivencss of the drug dispensed. . . .” _

10, Section 4077 of the Code states, in pertinent part, that except as provided in
subdivisions (b} and (c) of this section, no person shall dispense any dangerous drug upon
prescription except in a container correctly labeled with the information required by Section
4076, |

11.  Section 4081 of the Code sates, in part:

"(a) All records of manufacture and of sale, acquisition, or disposition of dangerous drugs
or dangerous devices shall be at all times during business hours open to inspection by authorized
officers of the law, and shall be preserved for at least three years from the date of making, A
current inventory shall be kept by every manufacturer, wholesaler, pharmacy, veterinary
food-animal drug retailer, physician, dentist, podiatrist, veterinarian, _laboratory, clinic, hospital,
institution, or establishment holding a currently valid and unrevoked certi}icate, license, permit,

3
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registratioﬁ, or exernption under Division 2 (commencing with Section 1200) of the Health and
Safety Code or under Part 4 (conumencing with Section 16000} of Division 9 of the Welfare and
Institutions Code who meintains a stock of dangerous drugs or dangerous devices, '

(b) The owner, officer, and partrer of a pharmacy, wholesaler . . . shall be jointly
responsible, with the pharmacist-in-charge or representative-in-charge, for maintaining the
records and inventory described in this section. . . * | '

12, Section 4113, subdivision (b) of the Code states:

“The pharmacist-in-charge shall be responsible for a pharmacy’s compliance with all state
and federal laws and regulations pertaining to the prac‘_nice of pharmacy.”

13, Code section 4126.5, subdivision (a), provides:

“(a) A pharmacy may furnish dangerous drugs only to the following:

(1) A wholesaler owned or under common control by the wholesaler from whom the
dangerous drug was acquired.

(2) The phermaceutical manufacturer from whom the dangerous dr_ug was acquired,

(3) A licensed wholesaler acting as a reverse distributor.

{4) Another pharmacy or wholesaler to alleviate a temporary shortage of a dangerous drug
that could result in the denial of health care. A pharmacy furnishing dangerous drugs pursuant to
this paragraph may only. fornish a quantity sufficient to alleviate the temporary shortage.

| (5) A patient or to another pharmacy pursuant to a prescription or as otherwise aythorized
by law,

(6) A health care provider that is not a pharmacy but that is anthorized to purchase
dangerous drugs, : '

(7) To another pharmacy under common confrol.”

14, Section 4115 of the Cods states; _
“(a) A pharmacy technician may perform packaging, manipulative, repetitive, or other
nondiscretionary tasks, only while assisting, and while under the direct supervision and control of

a pharmacist.

- (£) (1) A pharmacy with only one pharmacist shall have no more than one pharmacy

technician performing the tesks specified in subdivision (a). The ratio of pharmacy technicians -

4
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performing the tasks specified in subdivision (a) to any additional pharmacist shall not exceed
2:1, except that this ratio shall not apply to personnel performing clerical functions pursuant to
Section 4116 or 4117, This ratio is applicable to aﬁ practice settings, except for an inpatient of a
licensed health facility, a patient of a licensed hqme health agency', ay specified in paragréph (2),
an inmate of a correctional facility of the Department of the Youth Authority or thé Department
of Corrections, and for a person receiving treatment in a facility operated by the State Depdrtment
of Mental Health, the State bepartment of Developmental Services, or the Department of
Veterans Affairs,

(2) The board inay adopt regulations establishing the ratio of pharmacy technicians
performing the tasks specified in subdivision (&) to phannacists‘applicable to the filling of
prescriptions of an, inpatient of a licensed health facility and for a patient of a licensed home
health agency. Any ratio established by the board pursuant to this subdivision shall allow, at &
minimum, at least one pharmacy technician for a single pharmacist in a pharmacy and two
pbarmacy technicians for each additional pharmacist, except that this ratio shall not apply to
personrel performing clerical functions pursuant to Section 4116 or 41177

15. Section 4169 of the Code states:

“(a) A person or entity may not do any of the following:

(3) Purchase, trade, sell, or transfer dangerous drugs that the person knew or reasonably
should have k:nown were misbranded, as defined in Section 111335 of the Health and Safety'
Code.” '

16,  Section 4300 of the Code states, in pertineﬁt part, that every license issued by the
Board is subject to discipline, including suspension or revocation,

17, Section 4301 of the Code states, in part, as follows:

"The board shall take action against any holder of a license who is guﬂty of unprofessional
conduct or whose license has been procured by fraud or misrepresentation or issued by mistake.

Unprofessional conduct shall include, but is not limited to, any of the following:

Second Amended Acousation



http:part,.as

%]

O R N~ N T N

10
11
12
13
14
15
16
17
18
19
20
21

22

23
24
25
26
27
28

(g) Knowingly making or signing any certificate or other document that falsely represents

the existence or nonexistence of a state of facts.

(j) The violation of any of the statutes of this state, or any other state, or of the United

States regulating controlled substances and dangerous drugs.

(o) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the
violation of or conspiring to violate any provision or term of this chapter or of the applicable 7
federal and state laws and regulations governing pharmacy, inclading regulations established by
the board or by any other state or federal regulatory ageney. . . .”

18, Section 4306.5 of the Code states, in part, as follows:

“Unprofessional conduct for a pharmacist may include any of the following:

(1) Acts or omissions that involve, in whole or in part, the inappropriate exercise ofhis or
her education, training, or experience as a pharmacist, whether or not the act or omission arif.ses in
the course of the practice of pharmacy or the ownership, management, administration, or
operation of a pharmacy or other entity licensed by the board.”

19.  Sccijon 4328 of the Code states:

"Except as otherwise provided in this chapter, any person who petmits the ccmpoundiﬁg or
dispensing of prescriptions, or the furriishing of dangerous&ugs in his or l}er pharmacy, except
by a pharmacist, is guilty of a misdemeanor."

20. Section 4342 of the Code states:

“(a) The board may institute any action or actions as may be provided by law and that, in its
discretion, are necessary, to prevent the sale of pharmaceutical preparations and drugs that do not
conform to the standard and tests as to quality and strength, provided in the latest edition of the
United States Pharmacopoeia or the National Formulary, or that violate any provision of the |
Sherman Food, Drug and Cosmetic Law (Part 5 (commencing with Section 109875) of Division
104 of the Health and Safety Code).
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(b) Any kﬁowiﬁg or willful violation of any regulation adopted pursuant to Section 4006
shall be subject to punishment in the same manner as is provided in Sections 4336 and 4321.”
21, California Code of Regulations, Title 16, section 1751.02, .subdivision (c), provid(?s,
in part, as follows:
“(c) Pharmacies compounding sterile injectable products from one or more non-sterile

ingredients must have written policies and procedures that comply with the following:
(3) Policies and procedures must address at least the following:

(i) For sterile batch compounding, written policies and procedures must be established for

' the use of master formulas and work sheets and for appropriate documentation. . . .”

22, California Code of Regulations, Title 16, section 1751.3, subdivision (b), provides, in
part; ‘

“(b) In addition to the records required by subdivisions (a), for sterile products compounded
from one or more non-sterile ingredients the following records must be maintained for at least

three vears:

(6) Preparation records including the master work sheet, t.he preparation work sheet, and
records of end-product evaluation results, ., .”

23, California Code of Regulations, Title 16, section 1716.2, provides, in pertinent paxt,
as follows: |

“(a) For the purpose of compounding iﬁ quantities larger than required for
immediate dispensing by a preseriber or for future dispensing upon prescription, a pharmacy shail

maintain records that include, but are not limited to:

(3) The expiration date of the finished product. This date must not exceed 180 days or the

shortest expiration date of any component in the finished product unless a longer date is

Second Amended Acousation
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supported by stability studies in the same type of packaging as furnished to the prescriber. Shorter
dating than set forth in this subsection may be used if it is deemed appropriate in the professioﬁal
judgtment of the responsible pharmacist,

(4) The signature or initials of the pharmacist performing the compounding,

(5) A formmla for the compounded product. The formula must be maintained in a readily
retrievable form. . . .” :

24, California Code of Regulations, Title 16, section 17I93.7, provides, in part:

“(a) Except as cherwis.‘e provided in section 1793.8, any fimction performed by a pharmacy
technician in connection with the dispensing of a prescription, including repackaging from bulk
and storage of pharmaceuticals, must be verified and documented in writing by & pharmaocist.
Except for the preparation of prescripi:ions for an inpatient of a Ihospital and for an inmate of a
facility, the pharmacist shall indicate verification of the prescription by initialing the presecription
label before the medication is provided to the patient.

{b) Pharmacy technicians must work under the direct supervision of a pharmacist and in
such a relationship that the supervising pharmacist is fully aware of all activities involved in the

preparation and dispensing of medications, including the maintenance of appropriate records,

(e} A pha:rmaqist shall be responsible for all activities of pharmacy technicians to ensure

that all such activities are performed c‘émp letely, safely and without risk of harm to patients; 7
25, California Code of Regulations, Title 16, section 175.1.2, subdiv.i'sion (b), provides:
“In addition to existing labeling requirements, a pharmacy which compounds sterile

injectable products shall include the following information on the labels for those products:

(b) Name and concentrations of ingredients contained in the sterile injectable product. ., .”

26. California Code of Regulations, Title 16, section 1751.7, subdivision (c), provides:

(c) Batch-produced sterile injectable drug products compounded from one or more non-

sterile ingredients shall be subject to documented end produot testing for sterility and pyrogens

8
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and shall be quarantined until the end product testing confirms sterility and acceptable levels of
pyrogens.
COST RECOVERY
27. Section 125.3 of the Code states, in pertinent part, that the Board may request the
administrative law judge to direct a licentiate found to have committed a violation or violations of
the licensing act to pay a sum not fo exceed the reasonable costs of the investigation and
enforcement of the case,
28. The classification for the dangerous drugs is listed below:
BRAND GENERIC NAME | DANGEROUS | CONTROLLED | INDICATIONS
NAME DRUG PER SUBSTANCE FOR USE
_ B & PC 4022 PER H & SC
Depo Provera | Medroxyprogesterone | Yes No Contraceptive
Acetate 130mg Susp
Depo Testosterone Yes ' HSC Anabolic steroid
Testosterone | Cyprionate Inj. 11056(H(30) /male sex
hormone
Celestone Betamethasone Sod. | Yes No Anti-
Phosphate Inyj. inflammatory
gorlicosteroid
Celestone Betamethasone Yes No. Anti-
Soluspan Soluspan inflammatory
corticosteroid
Depo ‘Bstradiol Cyprionate | Yes No .| HRT
Estradiol .
Depo Medrol | Methylprednisolone | Yes No Anti-
Inj. inflammatory
corticosteroid
Deca Nandrolone Yes HSC . Anabolic Steroid
Durabolin Decancate Inj. 11056(£)(19) /male sex
hormone
Unknown iSo_dium Hydroxide Yes No Unknown
: 1j.
Alprostadil Prostaglandin PGE-1 | Yes No Used 1o Triomx
Inj, for erectile
_ dysfunction
Regitine Paentolaming Inj, Yes No Used in Trimix
for erectile
' : : , dysfunction
*Not FDA *Polidocanol Inj. *Unapproved | No Sclerotherapy
approved New Drug”
Misbranded-Not
Approved by
FDA
Prednisolone | Prednisclons Inj Yes No Anti-
9

Second Amended Accusation

E
E
;




O ~I &\ Wi B W N

ko)

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28

N .\
Co) ( )
inflammatory
. gorticosteroid
Progesierone | Progesterone in Oil | Yes No Progesterone
Inj. replacement
therapy
Sotradecol Sodinm Tetradecyl Yes No Vericose Vein
Sulfate Inj, - . therapy
Vitamin B-1 | Thiamine Inj. Yes No Vitauin B-1
o deficiency
Kenolog Inj. | Triamincolone Yes No Anii-
Acetonide Inj. : inflarhmatory
corticosteroid
Tri-Mix PGE-1+ Papavarine + | Yes No Erectile
Pheniolamine Dysfunction
Depo Depo Stanozolo! Yes HSC Anabolic Steroid/
Winstrol Inj 11056(£)(28) male sex
hormone
Delestrogen | Estradiol Valerate Yes No HRT
Inj. :
Healon or Hyaluronic Acid Inj. | Yes No Joint & skin
Hyaluronan repair, eye
. SUrgery
Wyadase Hyaluronidase Inj. | Yes Neo Enzyme to help
absorb
medications
17-p Hydroxyprogestorone ; Yos No Preventing Pre-~
Caproate Inj. term Births
Xylocaine Lidocaine PF Inj. Yes No Numbmg Agent
Vitamin BI2 | Methylcobalamine Yes No Vitamin B 12
deficiency
Celestone Betamethasone Yeos No Injectable anti-
Soluspan Soluspan : . inflammatory
Astamorph Morphine Yes CII HSC | Severe pain
11055(b)(1(M)
: Severe pain
Demerol Meperidine Yes CiI HSC
1105517
Dilaundid Hydromorphone Yes CIL HSC Severe pain
_ 11055(b)(1)K) '
Duragesic Fentanyl Yes CIx HSC Severe pain
_ 1111055(c)(8)
Ketalar Ketamine Yes CInx HSC | General
11056(g) Anesthetics
Valium Diazepam Yes CIv HSC | Anxiety
11057(d)(9)
Versed Midazolam Yes C1v HSC | Pre-operative
11057(d)(21) sedation
Perocet Oxycodone w/APAP | Yes ClI HSC | Severe pain
_ 11055(b)
Cocaine Top. | Cocaine Topical Yes ClI HSC | Topical
Soln, Solution _ 11055(b)(&) Anesthetic
Vicodin Hydrocodone Yes | €I HSC | Moderate fo
w/APAP 5/500 11056(e) savere pain

10
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FIRST CAUSE FOR DISCIPLINE

(Manufacturing Drugs Sold Through Wholesaler)
[Respondents Advanced Compounding and Bereliani]

AN Respondenfs Advanced Compounding and Bereliani are subject to disciplinary action
under Business and Professions Code Section 4033(a) in that Respondents were a manufacturer
when they compounded drugs that were not sold to the ultimate consumer.

On Juepe 19, 2008, during an inveétigation of Advanced Compqunding Pharniacy, Board
investigators found that Respondents’ records showed they were manufactaring sterile injectable
compounded drugs for customers that were brokered through wholesaler Superior Medical
Supply, Inc, For instance, the drug Medroxyprogesterone Acetate Suspension 150 mg/ml 2
prefilled syringes were drop shipped from Respondents directly to clinics and doctors’ offices.
Respondents were pald by the wholesaler Superior Medical Supply, Inc. for the drop shipped
drugs rather than by the clinics or doctors’ offices as the ultimate consumers,

| SECOND CAUSE FOR DISCIPLINE
(Furnishing of Controlled Substance through Unlicensed Wholesaler)

[Respondents Advanced Compounding and Bereliani]

30. Respondents Advanced Compounding and Bereliant are subject to disciplinary action
under section 4301, subdivisions (j) and (o}, in conjunction with Code section 4126.5, in that
Respondents furnished controlled substances and compounded drugs, as defined in Title 21, Code
of Federal Regulations, sections 1301.11 and 1301.13(a), to a wholesaler from whom the
controlled substance was not acquired. The circumstances are as follows:

a) Between February 27, 2008 and August 4, 2008, Respondents had a verbal
agreement fo furnish orders from Superior Medical Supply (located in the State of
Colorado) to Superior Medical Supply’s customers for comtrolled substances and

" then to bill Superior Medical Supply for the purchase of the controlled substances.

? Medroxyprogesterone Acetate Suspension 150mg/ml prefifled syringes are the generic
name for the commercially available drug Depo Provera 150mg/m] prefilled syringes, The drug
is a long acting birth control drog injected every 12 weeks.

I1
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Superior Medical Supply was not authorized by the Drug Enforcement
Administration to engage in the distribution of controlled substances.

b) The furnishing of the controlled substances ocourred as follows: Schedule I, ITI, -
IV, and V controlled substances were ordered through Superior Medical Supply for

~ their customers; the controlled substances were drop shipped by Respondents fo

Superior Medical Supply customers; Respondents billed Superior Medical Supply
for the controlled substances; Superior Medical Supply paid the billed invoices from
Res;')ondents; Superior Medical Supply then invoiced their customers directly for
the drop shipped controlled substances, -

¢) The controlled substances Respondents shipped to Superior Medical Supply’s

customers were controlled substances not originally acquired from Superior Medical

Supply.

THIRD CAUSE FOR DISCIPLINE
(Failure to Maintain Written Policies and Procedures)
[Respondents Advanced Compounding and Bereliani}

31, Respondents Advanced Compounding and Bereliani are sui)ject to disciplinary action
under section 4301, subdivisions (j) and (o), in conjunction with Code section 4081, subdivisions
(2) and (b) and California Code of Regulations, Title 16, section 1751.02(c)(3)(I), in that
Respondents failed to maintain required written policies and procedures associated with the
pharmacy’s preparation and dispensing of sterile injectable products. The circumstances are as
follows: - |

a) On June 19, 2008, Board investigators deterniined that Respondent Bereliani
did not have written policies and procedures established for the use of ra magter
formula, worksheets and documentation when compounding sterile batch injectable

drugs from non-sterile ingredients.

12
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FOQURTH CAUSE FOR DISCIPLINE

(Failure to Maintain Preparation Records and/or Master Formulas)
[Respondents Advanced Compounding and Bereliani]

32, Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivisions () e’md (0), in conjunction with Code slcction 4081, subdivisions
(a) and (b) and California Code of Regulations, Title 16, section 1751.3(b)(6), in that
Respondents fajled to maintain, for three years, the preparation ‘records, inc_;]uding Mas?;er'
Formula worksheets, when compounding sterile products from one or more nf)n-sterile
ingredients, The circumstances are as follows: .

a) OnJune 19, 2008, Board investigators found that Respondent Bereliani maintained
only & few of the required Master Formula worksl:;eets for the pharmacy’s
compounding of sterile injectable drugs from non-sterile ingredients.

b) OnJune 19, 2008, Board investigators found that preparation records for the

- compounding of sterile injectable drugs from non-sterile ingredients showed
different expiration dates. For instance, Respondents placed a 180-day expiration
date for sterile injectable drugs shipped in California, while Respondents placed a
one-year expiration date for the same sterile injectable drugs shipped outside of
California. Investigators reviewing preparation records determined that no master
formula was present to substantiate the differing expiration dates for the same sterile
injectable drugs.

FIFTH CAUSE FOR DISCIPLINE

(Failure to Maintain Complete Compounding Records)
[Respondents Advanced Compounding and Bexeliani]

33.  Respondenis Advanced Compounding and Bereliani are subject to djsciplinary action
under section 4301, subdivisions () and (o), in conjunction with Code section 4081, subdivisions
(8) and (b) and California Code of Regulations, Title 16, section 1716.2, in that Respondents
failed to maintain complete records required for compounding for future furnishing of drugs., The

circumstances are as follows:

13
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a) OunJune 19, 2008, Board investigators determined that Respondents, as a routine
practice, labeled sterile injectable products with a 180-day expiration date for drugs
shipped in California and a one-year expiration date for the same drugs shippod
outside of California without a written justification for either expiration dates
chosen in violation of Regulation section 1716.2(2)(3). |

b)  OnJune 19, 2008, Board investigators found that Respondent Bereliani, as a
routine practice, failed to sign or initial the Logged Formula Worksheet records in
violation of Regulation section 1716.2(a)(4).

¢) OnlJune 19, 2008, Board investigators found that no Master Formulas were
available to substantiate a one year or 180-day expiration for the same product in
vio_lation of Regulation section 1716.2(a)(5).

SIXTH CAUSE FOR DISCIPLINE:
(Failure to Document Supervisi;m of Pharmacy Technician)
[Respondents Advanced Compounding and Bereliani]

34, Respondents Advanced Compounding and Bereliani are subject to .disciplinary action
under section 4301, subdivisions (j) and (o), in conjunction with Code section 408 1, subdivisions
(a) and (b) and California Code of Regulations, Title 16, section 1793.7(a), in that Respondents
failed to document supervision and verification of duties performed by the pharmacy technician,
Tﬁe circumstances are as follows:

a) On June 19, 2008, Board investigators determined‘ that Respondent Bereliani, as a
routine practioe, failed to initial or docurﬁent many of the Logged Formmla
Worksheet records verifying the supervision and duties performed by compounding
pharmacy technician Zherair Aghakhan,

SEYENTH CAUSE FOR DISCIPLINE,

(Misbranding of Drugs with Félse or Misléaqling Information)
[Respondents Advanced Compounding and Bereliimi]
35. Respondents Advanced Compounding and Bereliani ﬁre subject to disciplinary action
under section 4301, subdivisions () ;afnd (0), in éonjunctioﬂ with Code section 4076, subdivisions

14
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(a)(7) and (2)(9) and California Code of Regulations, Title 16, section 1751,2(b), m that
Respondents misbranded and labeled drugs with false and misleading information, The
circumstances are as follows:

a) OnJune 19, 2008 and June 24, 2008, Board investigators found that Respondents

| allowed the compounded drug Medroxyprogesterone Acetate 150mg/ml to be
misbranded by falsely labeling the drug with the misleading label as either
“Medroxy Progst PF (75/0.5mg) m1” or “Medroxy Proge (75/.5) 75/0.5mg.”

b) OnJune 19, 2008 and June 24, 2008, Board investigators found that Respondents
misbranded the prescription labels with false and misleading expiration dates as 180
days for drugs shipped in California and one year expiration date for drugs shipped

‘ routside of Calif"ornia for the same drugs. '
EIGHTH CAUSE FOR DISCIPLINE
(Sale, Purchase, Trade, or Transfer of Misbranded Drugs)
[Respondents Advanced Compounding and Bereliani]

36. Respondents Advanced Compounding and Baraliaﬂi are subject to disciplinary action
under section 4301, subdivisions (j) and (o), n conjunction with Code section 4169, subdivision
(8)(3) and Heakth and Safety Code section 111335, in that Respondents purchased, traded, sold or
transferred dangerous drugs that they knew, or reasonably should have known were misbranded,
The circumstances are as follows: _ _

a) From on or about Febroary 28, 2008 through on or about June 4, 2008, Respondents
drop shipped to doctors and clinics Medroxyprogesterone 150mg/ml pre-filled
gyringes that were misbranded with false or misleading labels that read “Medroxy
Progst PF (75/0.5mg) ml” or “Medroxy Proge (75/.5) 75/0.5mg” that were
manufactured by Respondent Advanced Compounding. The drugs were further
misbranded in that Respondents placed a 180-day expiratibn date for drugs shipped
in California, while Respondents placed a'one~year expiration date for the same

drugs shippsd outside of California.

15
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NINTH CAUSE FOR DISCIPLINE

(Sale, Purchase, Trade, or Transfer of Misbranded Drugs)
[Respondents Advanced Compounding and Bereliani]
37. Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4169, subdivisions (a) and (3), in conjunction with Code section 4342, and Health
and Safety Code section 111330, in that Respondents purchased, traded, sold or transferred

dangerous drugs that they knew, or reasonably should have known were misbranded. The

_ circumstances are as follows:

a)  Approximately on or after June 19, 2008, Respondents Advanced
Compounding and Bereliani initiated a drug recall of all compeunded injectable drugs whose
labeled expiration dates on the finish products exceeded the expiration dates on the Master
Fornmmlas.

b)  Respondent Bereliani identified on the pharmacy’s Drug Recall Report a total
0f 1732 orders: 1,425 misbranded drug orders drop shipped to'clinics and doctors’ outside of
California and 307 .misbranded drug orders shipped to California clinics and doctors,

¢)  The Drug Recall Report identified the drug, the total quantity of drug ordered,
and the number of orders shipped that contained the misbranded labeled expiration dates that
were false and misleading, |

d) Based on Respondents’ Drug Recall Report the misbranded drugs shipped out
of California to clinics and doctors’ offices between the period of July 1, 2007 through June 30,
2008 icluded: |

Medroxy Proges. Acetate 150mg/ml with total quantity of 50mls from 3 orders
Medroxy Progest. Acetate 150mg/ml with total quartity of 11,501mls from 283 orders
Medroxy Progst AcetatePF, 150mg/ml with total quantity of 2,033mls from 113 orders
Polidocanol 0.5% with total quantity of 780 from 9 orders

Polidocanol 0.75% with total quantity of 40mls from 2 orders

Polidocenol 1% with total quantity of 3,400mls from 15- orders

Polidocano] 2% with total quantity of 280mls from 7 orders

Polidocanol 3% with total quantity of 4,230mls from 42 orders

Polidocanol 5% with total quantity of 360mls from 4 orders

O Sodium Tetrad 1% with total quantity of 1120 from 12 orders

'—“‘99‘3.‘4.‘3"5-":“5”!"!'“
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11,

12.
13,

Sodium Tetrad 2% with total quantity of 230mls from 2 orders
Sodium Tetrad 3% with total quantity of 1,110mls from 9 orders
Sodium Tetradecyl with total quantity of 1,070mls from 3 orders

14, Triamcinolone Inj. 40mg/ml with total quantity of 15,680mls from 131 orders

15.

16,
17.
18,
19,
20.

21

Methyl Prednisolone with total quantity of 15,365mls from 169 orders

Nandrelone Decanoate (all strengths) with total quantity of 1,0301als from 17 orders
Sodivm Hyaluronate (all strengths) with total quantity of 2,498mls from 43 orders
Sodium Hyaluronic Inj with total quantity of 80mls from 2 orders

Betam Soluspan Inj 6mg/ml with total quantity of 11,382mls from 105 orders
Betamethesone 6mg/ml Inj Sol with total quantity of 340mls from 3 orders

, Hydroxy Progesterone with total quantity of 30mls from 2 orders
21
22.
23.
24.
25,
26,
27.

. 28,
29.
30.

HydroxyP4 Caproate 250mg/ml with fotal quantity of 450mls from 28 orders
Winstrol Crapd with total quantity of 30mls from I order

Estradiol Cypionate with total quantity of 375mls from 9 orders

Estradio] Valerats (all strengths) with total quantity of 455mis from 15 orders
Hysluronidase 150u/m with total quantity of 20mls from 2 orders

DMSO 50% Sol with total quantity of 8,050mls from 13 orders

Thiamin Inj with total quantity of 16mls from 1 order

Methyl Cobalamine (all strengths) with total quantity of 340mls from 6 orders
HydroxyP4 Caproate 250mg/ml with total quantity of 20mls from 1 order
Testosterone Cyp 200mg/ml Inj with total quantity of 32,005mls from 371 orders

e} The misbranded drugs drop shipped to California clinics and prescribers between

January 1, 2008 to June 30, 2008 were:

B Sl b

P = bt S el ek el ek el e
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21
22

Medroxy Progest. Acetate 150mg/ml with total quantity of 3,585mls from 60 orders
Medroxy Progst AcetatePT. 150mg/ml with total quantity of 401mls from 27 orders
PGE 1*** with total quantity of 20mls from 4 orders

Polidocanol 0.5% with total quantity of 330 from 5 orders |

Polidocanol 0.75% with total quantity of 50mls from 1 order

Polidocanol 1% with total quantity of 610mls from 6 orders

Polidocanol 2% with total quantity of 260mls from 3 orders

Polidocanol 3% with total quartity of 520mls from 4 orders

Polidocanol 5% with total quantity of 120mls from 3 orders

. Sodium Tetrad 0.125% with total quantity of 70mls from 3 orders

. Sodium Tetrad 0,25% with total quantity of 60mls from 3orders

. Sodium Tetrad 0,5% with total quantity of 30mls from 1 orders

. Sodium Tetrad 1% with total quantity of 170 from 4 orders

. Sodium Tetrad 2% with total quantity of 120mls from 4 orders

. Sodium Tetrad 3% with total quantity of 170mls from 4 orders

. Methyl Prednisolone with total quantity of 1,120mls from 21 orders

. Triameinolone Inj. 40mg/ml with total quantity of 3470mls from 43 orders

. Nandrolone Decanoate (all strengths) with total quantity of 140mls from 7 orders
. Sodium Hyaluronate (al strengths) with total quantity of 20mls from 1 order
» Sodium Hyaluronic Inj with total quantity of 40mls from 4 orders

. Betam Soluspan Inj 6mg/ml with total quantity of 195mls from 4 orders

. Betamethesone 6mg/ml Irij Sol with total quantity of 5mls from 1 order

17
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23. HydroxyP4 Caproate 250mg/ml with total quantity of 20mls from 1 order
24, Winstrol Cmpd. with total quantity of 40mls from 2 orders
25, Estradiol Cypionate with total quantity of 350mls from 8 orders
- 26. Hyaluronidase 150w/m with total quantity of 280mls from 9 orders
27. DMSO 50% Sol with total quantity of 500mls from 5 orders
28, Thiamine Inj. with total quentity of 120mls from 4 orders
29, Methyl Cobalamin (all strengths) with total quantity of 565mls from 13 orders
30, Testosterone Cyp. 200mg/ml Inj. with total quantity of 2,8051mls from 52 orders

TENTH CAUSE FOR DISCIPLINE
(Unprofessional Conduact — Misuse of Knowledge of Pharmacy Law)
[Respondents Advanced Compounding and Bereliani]

38. Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4306.5, subdivision (a), in that Respondent cohunitted unprofessional condﬁct for
acting or omitting that involve, in whole 617 in part, the inappropriate exercise of his education,
training or experience as a pharmacist. The circumstances are ds follows; |

a)  OnFebmary 14, 2008, Respondents failed to verify the accuracy of the Logged
Formula Worksheet for Tri-Mix (Phen/PGE/PAPA) 1mg/20meg/30mg/ml Injection which
showed two ingredients were miscalculated and transposed so that patient R. Thorne received 3
times the dose of Phentolamine and 1/3 the dose of Prostaglandin (PGE) on his Tri-Mix Injection.

b)  Additionally, Respondent Bereliani, as a routine pré.ctice, failed to document on the
worksheet his supervision of the compounding pharmaocy technician Zherair Aghakhan.

¢) OnMay 1, 2007, Respondents incorrectly calculated his stock solution of 30cc-
Phentolamine 50mg/ml stock solution under lot #05012007@3. The active drug Phentolamine
Mesylate powder was incorcectly caleulated at 500mg instead of 1500mg. This incorrectly
compounded stock solution was then used to mix 6 TriMix prel;amtions on the following dates;
December 10, 2007
Febrary 6, 2008
February 14, 2008
February 27, 2008

February 27, 2008
February 27, 2008

S tabl =
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d)  Respondent Bereliani, on a routine practice, failed to check the Jot numbers on the
ingredients used, which showed that the Phentolamine stock solution made on May 1, 2007 had
already expired, '

ELEVENTE CAUSE FOR DISCIPLINE
{Unprofessional Conduct — Misrepresentation)
[Respondents Advanced Compounding and Bereliani]

39, Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivision (g), in that Respondents knowingly made or signed a certificate
or other document that falsely represented the existence or nonexistence of a state of facts, The
circumstances are as follows:

- a)  The word “Soluspan” is a registered trademark name of Schering-Plough’s Celestone
Soluspan 6mg/ml, which describes their brand of rapid and repository injectable. On June 19,
2008, Board investigators discovered that Respondents falsely represented the compounded
product of “betamethasone suspension” by labeling it “Betam Soluspan Inj 6mg/ml” without
authorization from Schering-Plough.

b)  Respondents were not a member of the Pharmacentical Compounding Centers of
America (kereinafter PCCA) and were not authorized to copy their formulas without PCCA’s
permission. Though they had not been given permission by PCCA to reference their formulas,

Respondents did so in at least 7 formulas sent to the Board as follows:

1. The Medroxyprogesterone Acetae (New) 150mg/ml referenced PCCA Formula 7404 but
stated “This formula is a trade secret of ADYANCED PHARMACY?™. -

2. The Medroxyprogesterone Acetae Suspension Vehic referenced PCCA Formula 7405 but
stated “This formula is a trade secret of ADVANCED PHARMACY™,

3. The MethylPrednisolone 40mg/ml Injectable referenced PCCA Formula 5678 but stated
“This formula is a trade secret of ADVANCED PHARMACY™, '

4. The MethylPrednisolone 80mg Injectabl referenced PCCA Formula 5678 but stated “This
formmla is a trade secret of ADVANCED PHARMACY”,

3. The Triamcinolone Acetonide 40mp/ml referenced PCCA Formula 4339 but stated “This
formula is a trade secret of ADVANCED PHARMACY?™,

6. The Tri-Mix 0.5mg/5.88meg/30mg Injectable referenced PCCA Formula 4338 but stated
“This formula is a trade secret of ADVANCED PHARMACY™.

7. The Testosterone Cypionate 200mg/m! Injectable referenced PCCA Forooula 7719 but

“stated “This formula is & trade secret of ADVANCED PHARMACY™,
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TWELFTH CAUSE FOR DISCIPLINE,

(Failure to Comply Mth Pharmac).r Technician Ratio Requirements)
[Respondents Advanced Compounding and Jacobs]

40, Respondents Advanced Compounding and Jacobs are subject to disciplinary action
under section 4115, subdivision ()(1), in that on or about June 30, 2011, an inspection of
Respondent Advanced Compounding revealed that on that date; thres pharmacy technicians
employed by Respondent Advanced Compounding routinely conpounded sterile injectable and
non-sterile preparations with only one pharmacist on duty at the pharmacy during the morning
shift (approximately 9 a.m. to 1 p.m.), in violation of pharmacist to pharmacy technician ratio '

requirements,

THIRTEENTH CAUSE FOR DISCIPLINE
(Failure to Provide Quality Assurance in Sterile Compounding)

[Respondents Advanced Compounding and Jacobs]

4]. Respondents Advanced Compounding and Jacobs are subject to disciplinary action
under Business and Professions Code section 4301, subdivision (0) in conjunction with Title 16,
California Cods of Regulations section 1751 .7, subdivision (¢), in that on or about June 30, 2011,
an inspection of Respondent Advanced Compounding revealed that approximately between April
27,2011 and June 28, 2011, the pharmacy compounded sterile injectable batch. produets prepared
from a non-sterile source and dispensed the products prior to quarantining the products and

receiving acceptable end product pyrogen and sterility results for the products in at least 25

instances, as follows:

Dat;
333 T A : i CHi RERReRareda( s Recel RIS PETISE 2 §
Testosterone Prapionate 150mg/mi 06162011 @2 6/16/11 6/24/11 816114 8767
Nandrolons Decanoate 200mg/ml 08132011 @17 8713111 82711 520111 88927

Nandrolone Decanoate 200mg/mi 06132011 @17 81311 627111 617/11 68870

Nandrolone Decancate 200mghn) 06132011 @17 8/13/11 82711 6/20/11 60078

Hyaluronidase 150u/ml 04272011 @14 412714 5111111 427111 67856

Hyaluronidase 16Qu/mi 04272011 @14 2711 811711 510/11 65821

Hyaluronidase 160u/ml 04272011 @14 A2 s 53111 67769

Hydroxyprogesterone Caproate 260mg/ml | 06222011 @18 61221114 B8/29/11 /23111 69133
Hydroxyprogesterone Caproate 250mg/ml | 06222011 @15 8/22/19 6/29/11 8/28/11 60136
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Hydroxyprogesterone Caproale 250mgiml | 06222011 @16 822111 829111 827111 60345
Medrexyprogesterone 160mg/ml 06112011 @2 &1 14111 612311 §12M11 65649
Madrexyprogesterone 160mg/m| 05112011 @2 5 1/11 623811 512111 663392
Medroxyprogesterong 150mg/m| 05112011 @2 ARTAN 52311 5112111 65037
Medroxyprogesterone 150mgim| 05112011 @2 BN 823111 5/13/11 64952
Medrexyprogssterone 160mg/ml 05112011 @2 B 1/11 6/23/11 81311 66016
Madrexyprogesterone 160mgim| . 06112011 @2 5M11/11 523111 6M16/11 66080 -
Medroxyprogesterone, 160mgiml 05112011 @2 5111 §25/11 5/16/11 68158
Madroxyprogesterone 160mg/ml 05112011 @2 B /11 §I23/11 5/16/11 65614
Medroxyprogsesterona 150mg/ml 05112011 @2 51111 5/23/11 81711 64985
Medroxyprogesterone 150mg/mi | 05112011 @2 5M1/11 623111 61711 66215
Madroxyprogestarone 150mg/m! 06112011 @2 BH M 5123111 s1711 66368
Medroxyprogesterone 180mg/mi 05192011 @2 61711 6/23/11 518111 65238
Madroxyprogesterone 160mg/mi 05112011 @2 5111111 623111 5118011 68225
Madroxyprogesterone 180mg/ml 05112011 @2 51111 8123111 518711 85366
Medroxyprogesterone 150mg/ml 05112011 @2 61111 523111 51911 68257
PRAYER

WHEREFORE, Complainant requests that a hearing be held on the matters herein alleged,
and that foll(‘)wing the hearing, the Board of Pharmacy issue a decision:

1. Revoking or suspending Pharmacy Permit Number PHY 48591, issued to Respondent
Advanced Physician Solutions, Inc. dba Advanced Compoundiﬁg Pharmacy.

2. Revoking or suspending Permit Nutnber LSC 99426, issued to Respondent Advanced
Physician Solutions, Inc. dba Advanced Compounding Pharmacy,

3. - Revoking or suspending Pharmacist License Number RPH 51817, issued (o
Respondent Tooraj Bereliani.

4,  Revoking or suspending Phann#cist License Numbc:ar RPH 22604, issued 1o
Respondent Norman Jacobs.

5. Ordering Respondents Advanced fhys_ician Solutiéns, Ing. dba Advanced
Compounding Pharmacy, Tooraj Bereliani, and Norman Jacobs to pay the Board of Pharmacy the
reasonable costs of the investigation and enforcement of this case, pursuant to Business and
Profsssions Code section 125.3,

i
I
it
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6.  Taking such other and further action as deemed necessary and propet.

HEROLD
ExecutireOfficer
Board of Pharmacy

parp, (O /é)/// K)"(.;ﬁ;w_
. VIRG,

Department of Consumer Affairg

State of California
Complainarnt
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EDMUND G. BROWN JR.
Attorney General of California
GREGORY J. SALUTE
Supervising Deputy Attorney General
HEATHER HUA
Deputy Attorney General
State Bar No. 223418 - _

300 So. Spring Street, Suite 1702

Los Angeles, CA 90013

Telephone: (213) 897-2574

Facsimile: (213) 897-2804

E-mail: Heather.Hua@doj.ca.gov
Attorneys for Complainant

BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against: Casge No, 3251
ADVANCED PHYSICIAN SOLUTIONS, FIRST AMENDED
INC. dba ADVANCED COMPOUNDING
PHARMACY ACCUSATION

7225 Fulton Ave,
North Hollywood, CA 91605

Pharmacy Permit No, PHY 48591
Permit to Compound Injectable Sterile Drug
Products No. LSC 99426,
and
TOORAJ BERELIANI
Pharmacist-in~-charge
7225 Fulton Ave.
North Hollywood, CA 91605
Pharmacist License No, RPH 51817

Respondents.

Complainant alleges:
PARTIES
1. Viginia Herold (Complainant) brings this Accusation solely in her official capacity
as the Executive Officer of the Board of Pharmacy, Department of Consumer Affairs.
Iy
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2. Onor about April 26, 2007, the Board of Pharmacy iésued Pharmacy Permit Number
PHY 48591 to Advanced Physician Solutions, Inc. dba Advanced Compounding Pharmacy
(Respondent Advanced Compownding). The Pharmacy Permit was in full force and effect at all
times relevant to the charges brought herein and will expire on April 1, 2011, unless renewed.

3. Onor about July 3, 2007, the Board of Pharmacy issued a Permit to Compound
Injectable Sterile Drug Products Number LSC 99426 to Respondent Advanced Compounding,
The Permit to Compound Injectable Sterile Drug Produots was in full force and effect at all ti_mes
relevant to the charges brought herein and will expire on April 1, 2011, ynless renewed,

4, Onor about August 30, 2000, the Board of Pharmacy issued Pharmacist License
Number RPH 51817 to Tooraj Bereliani, Pharmacist-in-Charge (Respondent Bereliani), The
Pharmacist License was in full force and effect at all times relevant to the charges brought herein
and wiﬂ expire on July 31, 2012, unless renewed.

JURISDICTION

5. This Accusation is brought before the Board of Pharmacy (Board), Department of
Consumer Affairs, under the authority of the following laws, All section references are to the
Business and Professions Code unless otherwise indicated.

6.  Section 118, subdivision (b), of the Code provides that the suspension, expiration,
surrender, or cancellation of a license shall not deprive the Board of jurisdiction to proceed with a
disciplinary action during the period within which the license may be renewed, restored, reissued
or reinstated.

7. Section 4026 of the Code states as follows:

“Furnish” means to supply by any means, by sale or otherwise.

8. Section 4076 of the Code states, in part, ‘as follows: »

"(a) A pharmacist shall_ not dispense any prescription except in a container that meets the

requirements of state and federal law and is correctly labeled with all of the following;

(7) The strength of the drug.or drugs dispensed.

Accusation
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(9) The expiration date of the effectiveness of the drug dispensed. . . .”

9.  Section 4077 of the Code states, in pertinent part, that except as provided in
subdivisions (b) and (¢) of this section, no person shall dispense any dangerous drug upon
preseription except in a container correctly iabeled with the information required by Section
4076.

10,  Section 4081 of the Code states, in part:

"(a) All records of manufacture and of sale, acquisition, or disposition of dangerous drugs

‘or dangerous devices shall be at all times during business hours open to inspection by authorized

officers of the law, and shall be preserved for af least three years from the date of making. A
current inventory shall be kept by every mamufacturer, wholesaler, pharmacy, veterinary
food-animal drug retailer, physician, dentist, podiatrist, veterinarian, laboratory, clinic, hospital,
ingtitution, or establishment holding a currently valid and unrevoked certificate, license, permit,
registration, or exemption under Division 2 (commencing with Section 1200) of the Health and
Safety Code or under Part 4 (commencing with Section 16000) of Division 9 of the Welfare and
Institutions Code who maintains a stock of dangerous drugs or dangerous devices.

(b) The owner, officer, and partner of a pharmacy, wholesaler, . . . shall be jointly
responsible, with the pharmacist-in-charge or representative-in-charge, for maintaining the
records and inventory described in this section. . . .”

11. Section 4113, subdivision (b) of the Code states:

“I'he pharmacist-in-charge shall be responsible for a pharmacy’s compliance with all state
and federal laws and regulations pertaining to the practice of pharmacy.”

12, Code section 4126.5, subdivision (a), provides:

“(a) A pharmacy may furnish dangerous drugs only to the following:

(1) A wholesaler owned or under common confrol by the wholesaler from whom the

dangerous drug was acquired.

(2) The pharmaceuntical manufacturer from whom the dangerous drug was acquired.

(3) A licensed wholesaler acting as a reverse distributor.
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(4) Another pharmacy or wholesaler to alleviate a temporary shortage of a dangerous drug
that could result in the denial of health care, A pharmacy furnishing dangerous drugs pursuant to
this paragraph may only firnish a quantity sufficient to alleviate the temporary shortage.

: (5) A patient or to another pharmacy pursuant to a prescription or as otherwise authorized
by law,

(6) A health care provider that is not a pharmacy but that is authorized to purchase
dangerous drugs.

(7) To another pharmacy under common control,”
13, Section 4169 of the Code states:

“(a) A person or entity may not do any of the following:

(3) Purchase, trade, sell, or transfer dangerous drugs that the person knew ot teasonably
should have known were misbranded, as defined in Section 111335 of the Health and Safety
Code.” 7

14, Section 4300 of the Code states, in pertinent part, that every license issued by the
Board is subject to discipline, including suspension or revocation.

15, Section 4301 of the Code states, in part, as follows:

"The board shall take action against any holder of a license who is guilty of unprofeséional
conduct or whose license has been procured by fraud or misrepresentation or issued by mistake,
Unprofessional conduct shall include, but is hot limited to, any of the following;

() Knowingly making or signing any certificate or other document that falsely represents

the existence or nonexistence of a state of facts.

(j) The violation of any of the statutes of this state, or any other state, or of the United

wtates regulating controlled substances and dangerous drugs.

(0) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the
violation of or conspiring to violate any provision or term of this chapter or of the applicable
federal and state laws and regulations governing pharmacy, including regulations established by

the board or by any other state or federal regulatory agency. . . .”

4
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16, Section 4306.5 of the Code states, in part, as follows:

“Unprofessional conduct for a pharmacist may include any of the following:

(a) Acts or omissions that involve, in whole or in part, the inappropriate exercise of his or
her educaﬁon, training, or experience as a pharmacist, whether or not the act or omission arises in
the course of the practice of pharmacy or the ownership; management, administration, or
operation of a pharmacy or other entity licensed by the board.”

X

[7. Section 4328 of the Code states:

"Except as otherwise provided in this chapter, any person who permits the compounding or
dispensing of prescriptions, or the furnishing of dangerous drugs in his or her pharmacy, except
by a pharmacist, is guilty of a misdemeanor,"

18. Section 4342 of the Code states:

*(a) The board may institute any action or actions as may be provided by law and that, in its
discretion, are necessary, to prevent the sale of pharmaceutical preparations and drugs fhat do not
conform to the standard and tests as to quality and strength, provided in the latest edition of the
United States Pharmacopoeia or the National Formulary, or that violate any provision of the
Shermman Food, Drug and Cosmetic Law (Part 5 (commencing with Section 109875) of Division
104 of the ﬁcalth g.nd Safety Code).

(b) Any knowing or willful violation of any regulation adopted pursuant to Section 4006
shall be subject to punishment in the same manner as is provided in Sections 4336 and 4321.”

19. California Code of Regulations, Title 16, section 1751.02, subdivision (c), provides,
in part, as follows:

“(c) Pharmacies compounding sterile injectable products from one or more non-sterile

ingredients must have written policies and procedures that comply with the following:

(3) Policies and proocedures must address at Jeast the following:
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(i) For sterile batch compounding, written policies and procedures must be established for
the use of master formulas and work sheets and for appropriate documentation. . . .”

20. California Code of Regulations, Title 16, section 1751.3, subdivision (b), provides, in
part:

“(b) In addition to the records required by subdivisions (a), for sterile products compounded
from one or rﬁore non-gterile ingredients the following records must be maintained for at least

three years:

(6) Preparation records including the master work sheet, the preparation work sheet, and
records of end-product evaluation results. . . .” . _

21. California Code of Regulations, Title 16, section 1716.2, provides, in pertinent part,
as follows:

“(a) For the purpose of compounding in quantities larger than required-for
immediate dispensing by a prescriber or for future dispensing upon prescription, a pharmacy shall

maintain records that include, but are not limited to:

(3) The expiration date of the finished product. This date must not exceed 180 days or the
shortest expiration date of any component in the finished product unless a longer date is
supported by stability studies in the same type of packaging as furnished to the prescriber. Shorter
dating than set forth in this subsection may be used if it is deemed appropriate in the professional
judgment of the responsible pharmacisf.

(4) The signature or initials of the pharmacist performing the compounding.

(5) A formula for the compounded preduct, The formula must be maintained in 4 readily
retrievable form. . . .”

22. California Code of Regulations, Title 16, section 1793.7, provides, in part:

“(a) Except as otherwise provided in section 1793.8, any function performed by a pharmacy

technician in connection with the dispensing of a prescription, including repackaging from bulk
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and storage of pharmaceuticals, must be verified and documented in writing by a pharmacist.

Except for the preparation of prescriptions for an inpatient of a hospital and for an inmate of a

facility, the pharmacist shall indicate verification of the prescription by initialing the presectiption

label before the medication is provided to the patient.

{b) Pharmacy technicians must work under the direct supervision of a pharmacist and in

such a relationship that the sﬁpervising pharmacist is fully aware of all activities involved in the

preparation and dispensing of medications, including the maintenance of appropriate records.

(e) A pharmacist shall be responsible'for all activities of pharmacy technicians to ensure

that all such activities are performed completely, safely and without risk of barm to patients. ., .”

23. California Code of Regulations, Title 16, section 1751.2, subdivision (b), provides;

“In addition to existing labeling requirements, a pharmacy which compounds sterile

injectable products shall include the following information on the labels for those products;

(b) Name and concentrations of ingredients contained in the sterile injectable product, . . .”

COST RECOVERY

24.  Section 125.3 of the Code states, in pertinent part, that the Board may request the

administrative law judge to direct a licentiate found to have cornmitted a violation or violations of

the licensing act to pay a sum not to exceed the reasonable costs of the investigation and

enforcement of the case.

25, The classification for the dangerous drugs is listed below:

BRAND GENERIC NAME | DANGEROUS | CONTROLLED | INDICATIONS
NAME DRUG PER SUBSTANCE FOR USE
B & PC 4022 PER H & SC
Depo Provera | Medroxyprogesterone | Yes No - Contraceptive
Acetate 150mg Susp
Depo Testosterone Yes HSC Anabolic steroid
Testosterone | Cyprionate Inj. 11056(0)(30) /male sex
hormone
Celestone Betamethasone Sod. | Yes No Antiinflammatory
Phosphate Inj. corticosteroid
Celestone Betamethasone Yes No Antiinflammatory
Soluspan Soluspan corticosteroid
7
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12
13
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
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Depo Estradiol Cyprionate | Yes No HRT
Estradiol
Depo Medrol | Methylprednisolone | Yes No Antiinflammatory
Inj. corticosteroid
Deca Nandrolone Yes HSC Anabolic Steroid
Durabolin Decanoate Inj. 11056(£)(19) /male sex
hormone
Unknown Sodium Hydroxide | Yes No Unknown
Inj,
Alprostadil Prostaglandin PGE-1 | Yes No Used in Trimix
Inj. for erectile
dysfunction
Regitine Phentolamine Inj. Yes No Used in Trimix
for erectile
dysfunction
*Not FDA *Polidocanol Inj. *napproved | No Sclerotherapy
approved New Drog”
' Misbranded-Not
Approved by
FDA,
Prednisolone | Prednisolone Inj Yes No Antiinflammatory
corticosteroid
Progesterone | Progesterone in Oil | Yes No ' Progesterone
Inj, replacement
therapy
Sotradecol Sodium Tetradecyl Yes No Vericose Vein
Sulfate Inj. therapy
Vitamin B-1 | Thiamine Inj. Yes No Vitamin B-1
deficiency
Kenolog Inj, | Triamincolone Yes No Antiinflammatory
Acetonide Inj. corticosteroid
Tri-Mix PGE-1-- Papavarine + | Yes No Erectile
Phentolamine Dysfunction
Depo Depo Stanozolo] Yes HSC Anabolic Steroid/
‘Winstrol Inj 11056(5)(28) male sex
hormone
Delestrogen I]Eés"cradiol Valerate Yes No HRT
. :
Healon or Hyaluronic Acid Inj, | Yes No Joint & skin
Hyalurcnan repair, eye
surgery
. Wyadase Hyaluronidase Iny, Yes No Enzyme to help
absorb
- medications
17-P Hydroxyprogesterone | Yes No Preventing Pre-
Caproate Inj. term Births
Xylocaine Lidocaine PF Inj. Yes No Numbing Agent
Vitamin B12 | Methylcobalamine Yes No Vitamin B 12
deficiency
Celestone Betamethasone Yes Neo Injectable anti-~
Sohispan Solugpan inflammatory
Astamorph Morphine Yes CIL HSC | Severe pain
110550)(1)(M)
Severe pain
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Detnerol Meperidine Yes CII HSC
11055(c)(17)
Dilandid Hydromorplione Yes Cll HSC | Severe pain
11055(bY()Y(K)
Duragesic Fentanyl Yes Cil HSC Severe pain
1111055(c)(8)
Ketalar Ketamine . Yes CIII HSC | General
11056(g) Anesthetics
Valium Diazepam Yes CIv HSC | Anxiety
' ' 11057(d)9)
| Versed Midazolam Yes Clv HSC | Pre-operative
' 11057(d)(21) sedation
Perocet Oxycodone w/APAP | Yes cI HSC | Severe pain
11055(b)
Cocaine Top. | Cocaine Topical Yes CIl HSC | Topical
Soln. Solution 11055(b)(6) Anesthetic
Vicodm Hydrocodone - { Yes - Cill. " HSC | Moderate to
w/APAP 5/500 11056(e) severe pain

- FIRST CAUSE FOR DISCIPLINE

(Manufacturing Drugs Sold Through Wholesaler)
[Respondents Advanced Compounding and Bereliani]

26. Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under B.usiness and Professions Code Section 4033(a) in that Respondents were a manufacturer
when they compounded drugs that were not sold to the ultimate consumer,

On June 19, 2008, during an investigation of Advanced Compounding Pharmacy, Board
investigators found that Respondents’ records showed they were manufacturing sterile injectable
compounded drugs for customers that were brokered through wholesaler Superior Medical
Supply, Inc. For instance, the drug | Medroxyprogesterone Acetate Suspension 150 mg/m]
prefilled syringes were drop shipped from Respondents directly to clinics and doctors” offices,
Respondents were paid by the wholeéaler Superior Medical Supply, Inc. for the drop shipped
drugs rather than by the clinics or doctors’ offices as the ultimate consumers,

i
Hf

Medroxyprogesterone Acetate Suspension 150mg/ml prefl]led syringes are the generic name for |

the commercially available drug Depeo Provera 150mg/ml prefilled syringes. The drug Is & long acting hirth
control drug injected every 12 weeks,
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27.  Respondents Advanced Compounding and Bereliani are subject to disciplinary action |

AT

SECOND CAUSE FOR DISCIPLINE

(Furnishing of Controlled Substance through Unlicensed Wholesaler)

[Respondents Advanced Compounding and Bereliani]

under section 4301, subdivisions (j) and (o), in conjunction with Code section 4126.5, in that

Respondents furnished controlled substances and compounded drugs, as defined in Title 21, Code

of Federal Regulations, sections 1301.11 and 1301,13(a), to a wholesaler from whom the

controlled substance was not acquired. The circumstances are as follows:

a) Between February 27, 2008 and Augusf 4, 2008, Respondents had a verbal

agreement to furnish orders from Superior Medical Supply (located in the State of
Colorado) to Superior Medical Supply’s customers for controlled substances and

then to bill Superior Medical Supply for the purchase of the conirolled substances,

* Superior Medical Supply was not authorized by the Drug Enforcernent

Administration to engage in the distribution of controlled substances,

b) The furnishing of the controlled substances occurred as follows: Schedule 1, III,

IV, and V controlled substances were ordered through Superior Medical Supply for
their customers; the controlled substances were drop shipped by Respondents to
Superior Medical Supply customers; Resppndents billed Superior Medical Supply
for the controlled substances; Superior Medical Supply paid the billed invoices from
Respondents; Superior Medical Supply then invoiced their customers directly for
the drop shipped controlled substances.

The controlled substances Respondents shipped to Superior Medical Supply’s
customers were controlled substances not originally acquired from Superior Medical

Supply.

THIRD CAUSE FOR DHSCIPLINE

(Failure to Maintain Written Policies and Procedures)

[Respondents Advanced Compounding and Bereliani]

10
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28, Respondents Advanced Compounding an_d Bereliani are subject to disciplinary action
under section 4301, subdivisions (j) and (o), in conjunction with Code section 4081, subdivisions
() and (b) and California Code of Regulations, Title 16, section 1751.02(c)(3)(D), in that
Respondents failed to maintain required written policies and procedures associated with the
pharmacy’s preparation and dispensing of sterile injectable products., The circumstances are as
follows: _

a) OnJune 19, 2008, Board investigators determined that Respondent Bereliani
did not have written poljciés and procedures established for the use of a master
formula, worksheets and documentation when compounding sterile batch injectable
drugs from non-sterile ingredients.

FOURTH CAUSE FOR DISCIPLINE

(FFailure to Maintain Preparation Records and/or_Master Formulas)
tRespondents Advanced Compounding and Berelani)

29, RCSPODdGI'ItS Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivisions (j) and (o), in conjunction with Code section 4081, subdivisions
(a) and (b} and California Code of Regulations, Title 16, section 1751.3(b)(6), in that
Respondents failed to maintain, for three years, the preparation records, including Master
Formula worksheets, when compounding sterile products from one or more non-sterile
ingredients. The circumstances are as follows:

a) OnJune 19, 2008, Board investigators found that Respondent Bereliani maintained
only a few of the required Master Formula worksheets for the pharmacy’s
compounding of sterile injectable drugs from non-sterile ingredients.

b) On June 19, 2008, Board investigators found that prej::aration records for the
compounding of sterile injectable drugs from non-sterile ingredients showed
different expiration dates. For instance, Respondents placed a 180-day expiration
date for sterile injectable drugs shipped in California, while Respondents placed a
onhe-year expiration date for the same sterile injectable drugs shipped outside of

California. Investigators reviewing preparation records determined that no master

11
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formula was present to substantiate the differing expiration dates for the same sterilé
injectable drugs, |
FIFTH CAUSE FOR DISCIPLINE
(Failure to Maintain Complete Compounding Records)
[Respondents Advanced Compounding and Bereliani)

30. Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivisions (j) and (o), in conjunction with Code section 4081, subdivisions
(a) and (b) and California Code of Regulations, Title 16, section 1716.2, in that Respondents
faited to maintain complete records required for compounding for future firnishing of drugs. The
ciroumstances are as follows:

a) On June 19, 2008, Boﬁrd nvestigators determined that Respondents, as a routine
practice, labeled sterile injectable products with a 180-day expiration date for drugs
shipped in Calitornia and a one-year expiration date for the same drugs shipped
outside of California without a‘written juétiﬁcation for either expiration dates
chosén in violation of Regulation section 1716,2(a)(3).

b)  On June 19, 2008, Board investigators found that Resi)ondent Bereliani, as a
routine practice, failed to sigh or iniiial the Logged Formula Worksheet records in
violation of Regulation section 1716.2(a)(4).

¢} OnJune 19, 2008, Board investigators found that no Master Formulas were |
available to substantiate a one year or 180-day expiration for the same product in
violation of Regulation section 1716.2(a)(5).

SIXTH CAUSE FOR DISCIPLINE
(Failure to Document Supervision of Pharmacy Technician)
[Respondents Advanced Compounding and Bereliani]
" 31, Respondents Advanced Compounding and Bereliani are subject to disciplinary action
nnder section 4301, subdivisions (3) and (0), in conjunction with Code section 4081, subdivisions

(a) and (b) and California Code of Regulations, Title 16, section 1793.7(a), in that Respondents

12
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failed to document supetvision and verification of duties performed by the pharmacy technician.
The circumstances are as follows:

a) On Jupe 19, 2008, Board investigators determined that Respondent Bereliani, as a
routine practice, failed to initial or ddcument many of the Logged Formula
Worksheet records verifying the supervision and duties performed by compounding
pharmacy technician Zherair Aghakhan,

SEVENTH CAUSE FOR DISCIPLINE
{Misbranding of Drugs with False or Misleading Information)
[Respondents Advanced Compounding and Bereliani]

32, Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivisions (j) and (o), in conjunction with Code section 4076, subdivisions
(a)(7) and (a)(9) and California Code of Regulations, Title 16, section 1751.2(b), in that
Respondents misbranded and labeled drogs with false and misleading information. The
circumstances are as follows:

a) On June 19, 2008 and June 24, 2008, Board investigators found that Respondents
allowed the compounded drug Medroxyprogesterone Acetate 150mg/ml to be
misbranded by falsely labeling the drug with. the misleading label as either
“Medroxy Progst PF (75/0,5mg) ml” or “Medroxy Proge (75/.5) 75/0.5mg.”

b) On June 19, 2008 and June 24, 2008, Board investigators found that Respondents
misbranded the prescription labels with false and misleading expiration dates as 180
days for drugs shipped in California and one year cxpirati'on-datc for drugs shipped
outsi'de of California for the same drugs.

EIGHTH CAUSE FOR DISCIPLINE

(Sale, Purchase, Trade, or Transfer of Misbranded Drugs)
[Respondents Advanced Compounding and Bereliani]
33, Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivisions (j) and (o), in conjunction with Code section 4169, subdivision

{(2)(3) and Health and Safety Code section 111335, in that Respondents purchased, traded, sold or

13
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transferred dangerous drugs that they knew, or reasonably should have known were misbranded,
The circumstances are as follows: ‘

a) From on or about February 28, 2008 through on or about June 4, 2008, Respondents
drop shipped to doctors and clinics Medroxyprogesterone 150mg/ml pre-filled
syringes that were misbranded with false or misleading labels that read “Medroxy
Progst PF (75/0.5mg) ml” or “Medroxy Proge (75/.5) 75/0.5mg” that were
manufactured by Respondent Advanced Compounding, The drugs were further
misbranded in that Respondents placed a 180-day expiration date for drugs shipped
in California, while Respondents placed a one-year expiration date for the same
drugs shipped oﬁtside of California. |

NINTH CAUSE FOR DISCIPLINE

(Sale, Purchase, Trade, or Transfer of Misbranded Drugs)
[Respondents Advanced Compounding and Bereliani]

34, | Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4169, subdivisions (a) and (3), in cbnjunction with Code -gection 4342, and Health
and Safety Code section 111330, in that Respondents purchased, traded, sold or transferred
dangerous drugs that they knew, or reasonably should have known were misbranded. The
circumstances are as follows:

a)  Approximately on or after June 19, 2008, Respondents Advanced
Compounding and Bereliani initiated a drug recall of all compounded injectable drugs whose
labeled expiration dates on the finish products exceeded the expiration dates on the Master
Formulas.

b)  Respondent Bereliani identified on the pharmacy’s Drug Recall Report a total
of 1732 orde‘rs: 1,425 misbranded drug orders drop shipped to clinics and doctors’ outside of
California and 307 misbranded drug orders shipped to California clinics and doctors,

¢)  The Drug Recall Report identified the drug, the total quantity of drug ordered,
and the number of orders shipped that contained the misbranded labeled expiration dates that

were false and misleading,

14
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d) Based on Respondents’ Drug Recall Report the misbranded drugs shipped out
of California to clinics and doctors’ offices between the period of July 1, 2007 through June 30,
2008 included:

Medroxy Proges. Acetate 150mg/m! with total quantity of S0mls from 3 orders
Medroxy Progest. Acetate 150mg/ml with total quantity of 11,501 mls from 283 orders
Medroxy Progst AcetatePF, 150mg/ml with total quantity of 2,033mls from 113 orders
Polidocanol 0.5% with total quantity of 780 from 9 orders

Polidocanol 0.75% with total quantity of 40mls from 2 orders

Polidocanol 1% with total quantity of 3,400mls from 15 orders

Polidocanc] 2% with total quantity of 280mls from 7 orders

Polidocanol 3% with total quantity of 4,230mls from 42 orders

Polidocanel 5% with total quantity of 360mls from 4 orders

10 Sodium Tetrad 1% with total quantity of 1120 from 12 orders

11, Sodium Tetrad 2% with total quantity of 230mls from 2 orders

12, Sodium Tetrad 3% with total quantity of 1,110mls from 9 orders

13. Sodium Tetradecyl with total quantity of 1,070mls from 3 orders

14. Triameinolone Inj. 40mg/m] with total quantity of 15,680mls from 131 orders

15, Methyl Prednisolone with total quantity of 15,365mis from 169 orders

16. Nandrolone Decanoate (all strengths) with total quantity of 1,030mls from 17 orders
17, Sodium Hyaluronate (all strengths) with total quantity of 2,498mls from 43 orders
18, Sodivm Hyaluwronic Inj with total quantity of 80mls from 2 orders

19, Betam Soluspan Inj 6mg/ml with total quantity of 11,382mls from 105 orders

20. Betamethesone 6mg/ml Inj Sol with total quantity of 340mls from 3 orders

21. Hydroxy Progesterone with total quantity of 30mis from 2 orders

21. HydroxyP4 Caproate 250mg/ml with total quantity of 450mls from 28 orders

22. Winstrol Cimpd with total quantity of 30mls from 1 order

23, Estradio]l Cypionate with total quantity of 375mls from 9 orders

24, Estradiol Valerate (all strengths) with total quantity of 455mls from 15 orders

25, Hyaluronidase 150u/m with total quantity of 20mls from 2 orders

26. DMSO 50% Sol with total quantity of 8,050mls from 15 orders

27, Thiamin Inj with total quantity of 10mls from 1 order

28, Methyl Cobalamine (all strengths) with total quantity of 340mls from 6 orders
29. HydroxyP4 Caproate 250mg/ml with total quantity of 20mls from 1 order

30. Testosterone Cyp 200mg/ml Inj with total quantity of 32,005mls from 371 orders

e A b ol

e) The misbranded drugs drop shipped to California clinics and prescribers between

January 1, 2008 to June 30, 2008 were:

Medroxy Progest. Acetate 150mg/ml with total quantity of 3,585mls from 60 orders
Medroxy Progst AcetatePF. 150mg/m! with total quantity of 401mls from 27 orders
PGE 1#** with total quantity of 20mls from 4 orders

Polidocanol 0.5% with total quantity of 330 from 5 orders

Polidocanol 0.75% with total quantity of 50mls from 1 order

R W e
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6. Polidocanol 1% with total quantity of 610mls from 6 orders
7. Polidocanol 2% with total quantity of 260mls from 3 orders
8. Polidocanol 3% with total quantity of 520mls from 4 orders
9. Polidocanol 5% with total quantity of 120mls from 3 orders
10. Sodium Tetrad 0.125% with total quantity of 70mls from 3 orders
11. Sodium Tetrad 0.25% with total quantity of 60mls from 3orders
12. Sodium Tetrad 0.5% with total quantity of 30mls from 1 orders
13, Sodium Tetrad 1% with total quantity of 170 from 4 orders
14, Sodium Tetrad 2% with total quantity of 120mls from 4 orders
15, Sodium Tetrad 3% with total quantity of 170mls from 4 orders
16. Methyl Prednisolone with total quantity of 1,120mls from 21 orders
- 17. Triameinolone Inj. 40mg/ml with total quantity of 3470mls from 43 orders
18. Nandrolone Decanoate (all strengths) with total quantity of 140mls from 7 orders
19. Sodium Hyaluronate (all strengths) with total quantity of 20mls from 1 order
20. Sodium Hyaluronic Inj with total quantity of 40mls from 4 orders
21, Betam Soluspan Inj 6mg/ml with total quantity of 195mls from 4 orders
22, Betamethesone 6mmg/ml Inj Sol with total quantity of Smis from 1 order
23, HydroxyP4 Caproate 250mg/ml with total quasitity of 20mls from 1 order
24. Winstrol Cmpd. with total quantity of 40mls from 2 orders
25. Bstradiol Cypionate with total quantity of 350mls from 8 orders
26. Hyaluronidase 150u/m with total quantity of 280mls from 9 orders
27, DMSO 50% Sol with total quantity of 500mls from 5 orders
28, Thiamine Inj. with total quantity of 120mls from 4 orders
29, Methyl Cobalamin (all strengths) with total quantity of 565mls from 13 orders
30, Testosterone Cyp. 200mg/ml Inj, with total quantity of 2,805mls from 52 orders

TENTH CAUSE FOR DISCIPLINE

(Unprofessional Conduct — Misuse of Knowledge of Pharmacy Law)
[Respondents Advanced Compounding and Bereliani]

35. Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4306.5, subdivision (a), in that Respondent committed unprofessional conduct for
acting or omitting that involve, in whole or in part, the inappropriate evéercise of his education,
training or experience as a pharmacist. The circumstances are as follows:

a)  OnTebruary 14, 2008, Respondents failed to verify the accuracy of the Logged
Formula Worksheet for Tri-Mix (Phen/PGE/PAPA) 1mg/20meg/30mg/ml Injection which
showed two ingredients were miscalculated and transposed so that patient R. Thorne received 3
times the dose of Phentolamine and 1/3 the dose of Prostaglandin (PGE). on his Tri-Mix Injection,

b)  Additionally, Respondent Bereliaﬁi, as a routine practice, failed to document on the

worksheet his supervision of the compounding pharmacy technician Zherair Aghakhan,

16
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¢) OnMay 1, 2007, Respondents incorrectly calculated his stock solution of 30cc-
Phentolamine 50mg/ml stock sofution under lot #05012007@3. The active drug Phentolamine
Mesylate powder was incorrectly calculated at 500mg instead of 1500mg. This incorrectly

compounded stock solution was then used to mix 6 TriMix preparations on the following dates:
December 10, 2007

February 6, 2008

February 14, 2008

February 27, 2008

February 27, 2008

February 27, 2008

R b

d)  Respondent Bereliani, on a routine practice, failed to check the lot numbers on the
ingredients used, which showed that the Phentolamine stock solution made on May 1, 2007 had
already expired.

ELEVENTH CAUSE FOR DISCIPL]NE

(Unprofessional Conduct — Misrepresentation)
[Respondents Advanced Compounding and Bereliani}

36. Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivision (g), in that Respondents knowingly made or signed a certificate
or other document that falsely represented the existcnée or nonexistence of a state of facts. The
circumstances are as follows:

a)  The word ;‘Soluspan” is a registered trademark name of Schering-Plough’s Célestone
Saluspan 6mg/ml, which describes their brand of rapid and repository injectable. On June 19,
2008, Board investigators discovered that Respondents falsely represented the compounded
product of “betamethasone suspension” by labeling it “Betam Soluspan Inj 6mg/ml” without
authorization from Schering-Plough. .

b)  Respondents were not 8 member of the Pharmaceutical Compounding Centers of
America (hereinafier PCCA) and were not euthorized to copy their formulas without PCCA’s
permission. Though they had not been. given permission by PCCA to reference their formulas,

Respondents did so in at least 7 formmilas sent to the Board as follows:

L. The Medroxyprogesterone Acetac (New) 150mg/ml referenced PCCA Formula 7404 but
stated “I'his formula is a trade secret of ADVANCED PHARMACY™.

17
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2. The Medroxyprogesterone Aceta¢ Suspension Vehic referenced PCCA Formula 7405 but
stated “This formula is a trade secret of ADVANCED PHARMACY™.

3, The MethylPrednisolone 40mg/ml Injectable referenced PCCA Formula 5678 but stated
“This formula is a trade secret of ADVANCED PHARMACY™,

4, The MethylPrednisolone 80mg Injectabl referenced PCCA Formula 5678 but stated “This
formula is a trade secret of ADVANCED PHARMACY™,

.5. The Triamecinolone Acetonide 40mg/ml referenced PCCA Formula 4359 but stated “This
formula is a trade gecret of ADVANCED PHARMACY™.

6. The Tri-Mix 0.5mg/5.88mocg/30mg Injectable referenced PCCA Formula 4338 but stated
“This formula is a trade secret of ADVANCED PHARMACY™.

7. The Testosterone Cypionate 200mg/ml Injectable referenced PCCA Formula 7719 but
stated “This formula is a trade secret of ADVANCED PHARMACY™.

PRAYER
WHEREFORE, Complainant requests that a hearing be held on the matters herein alleged,
and that following the hearing, the Board of Pharmacy issue a decision:

1. Revoking or suspending Pharmacy Permit Number PHY 48591, issued to Respondent
Advanced Physician Solutions, Inc, dba Advanced Compounding Pharmacy.

2. Revoking or susbending Permit Number LSC 99426, issned to Respondent Advanced
Physician Solutions, Inc. dba Advanced Compounding Pharmacy.

3. Revoking or suspending Pharmacist License Number RPH 51817, issued to
Respondent Tooraj Bereliani, Pharmacist-in-Charge,

4,  Ordering Respondents Advanced Physician Solutions, Inc, dba Advanced
Compounding Pharmacy and Tooraj Bereliani to pay the Board of Pharmacy the reasonable cosis
of the investigation and énforcement of this case, pursuant to Business and Professions Code
section 125.3.

5,  Taking such other and further action ag deemed necessary and propet.

ROLD
Executiye Offfcer
Board ofPharmacy
Department of Consumer Affairs
State of California
Complainant

DATED: qf/_/fD /ZO /Df»—&r;\w;»/
" | . VIRG ‘

18

Accusation




& -

EDMUND G. BROWN JR.

Attorney General of California
GREGORY J, SALUTE

Supervising Deputy Attorney General
HEATHER HUA

Deputy Attorney General

State Bar No. 223418

. 300 So. Spring Street, Suite 1702

Los Angeles, CA 90013
Telephone: {213) 897-2574
Facsimile: (213) 897-2804
E-mail; Heather. Hua@doj.ca.gov
Attorneys for Complainant

BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against: Case No, 3251

ADVANCED PHYSICIAN SOLUTIONS,
INC. dba ADVANCED COMPOUNDING
PHARMACY ACCUSATION
7225 Fulton Ave, .

North Hollywood, CA 91605

Pharmacy Permit No. PHY 48591
Permit fo Compound Injectable Sterile
Drug Products No, L.SC 99426,

and
TOORAJ BERELIANI
PHARMACIST-IN-CHARGE
7225 Fulton Ave,
North Hollywood, CA 91605
Pharmacist License No, RPI 51817

Respondents,

Complainant alleges:

PARTIES

1. Virginia Herold (Complainant) brings this Accusation solely in her official capacity

as the Executive Officer of the Board of Pharmacy, Department of Consumer Affairs,

Accusation
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2. Onor gbout April 26, 2007, the Board of Pharmacy issued Pharmacy Permit Number
PHY 48591 to Advanced Physician Solutions, Inc. dba Advanced Compounding Pharmacy
(Respondent Advanced Compounding), The Pharmacy Permit was in full force and effect at all
times relevant to the charges brought hersin and will expire on April 1, 2010, unless renewed,

3. Onorabout July 3, 2007, the Board of Pharmacy issued a Permit to Compound
Injectable Sterile Drug Products Number LSC 99426 to Respondent Advanced Compounding.
The Permit to Compound Injectable Sterile Drug Products was in full force and effect at all times
relevant to the charges brought herein and will expiré on April 1, 2010, unless renewed,

4. On or about August 30, 2000, the Board of Pharmacy issued Pharmacist License
Number RPH 51817 to Tooraj Bereliani, Pharmacist-in-Charge (Respondent Bereliani), The
Pharmacist License was in full force and effect at ali times relevant to the charges brovght herein
and will expire on July 31, 2010, unless renewed.

| ~ JURISDICTION

5. This Accusation is brought before the Board of Pharmacy (Board), Department of
Consumer Affairs, under the authority of the following laws. All section references are to the
Business and Professions Code unless ctherwise indicated.

6.  Section 4300 of the Code states, in pertinent part, that every license issued by the
Board is subjecf to discipline, including suspension or revocation.

7. Section 118, subdivisicn (b}, of the Code providf‘;s that the suspension, expiration,
surrender, or cancellation of a license shall not deprive the Board of jurisdiction to proceed with a
disciplinary action during the period within which the license may be renewed, restored, reissued
or reinstated,

8. Section 4113, subdivision (b) af the Code states:

“The pharmacist-in-charge shall be responsible for a pharmacy’s compliance with all
state and federal laws and regulations pertaining to the practice of pharmacy.”
1
I
/1
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9. Section 4301 of the Code states, in part, as follows:
"The board shalt take action against any holder of a license who is guilty of unprofessional
conduct or whose license has been procured by fraud or misrepresentation or issued by mistake,

Unprofessional conduct shall include, but is not limited to, any of the following:

(j) The violation of any of the statutes of this state, or any other state, or of the United

States regulating controlled substances and dangerous drugs.

(0) Violating or attempting to violate, directly or indirectly, or assisting in or abetting the
violation of or conspiring to violate any provision or term of this chapter or of the applicable
federal and state laws and regulations governing pharmacy, including regulations established by
the board or by any other state or federal regulatory agency. .. .”

10.  Code section 4126.5, subdivision (a), provides:

“(a) A pharmacy may furnish dangerous drugs only o the following:

(1) A wholesaler owned or under common contro] by the wholesaler from whom

the dangercus drug was acquired.

(2) The pharmaceutical manufacturer from whom the dangerous drug was

acquired. |

(3) A licensed wholesaler acting as a reverse distributor.

(4) Another pharmacy or wholesaler to alleviate a temporary shortage of a

dangerous drug that could result in the denial of heaith care. A pharmacy

furnishing dangerous drugs pursuant to this paragraph may only furnish a

quantity sufficient to alleviate the temporary shortage.

(5) A patient or to another pharmacy pursuant to a prescription or as

otherwise authoriied by law,

(6) A health care provider that is not a pharmacy but that is authorized to

purchase dangerous drugs.

-~ Accusation
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(7} To another pharmacy under common control.”
11, Section 4076 of the Code states, in part, as follows:
"(a) A pharmacist shall not dispense any prescription except in a container that meets the

requirements of state and federal law and is correctly fabeled with all of the following:
(7) The strength of the drug or drugs dispensed.

(9) The expiration date of the effectiveness of the drug dispensed. . . .”

12, Section 4077 of the Code states, in pertinent part, that except as provided in
subdivisions (b) and (¢} of this section, no person shal! dispense any dangerous drug upon
prescription except in a container correctly labeled with the information required by Section
4076,

13, Section 4081 of the Code states, in part;

"(a} All records of manufacture and of sale, acquisition, or disposition of dangerous drugs
or dangerous devices shall be at all times during business hours open to inspection by authorized
officers of the law, and shall be preserved for at least three years from the date of making, A
current inventory shall be kept by every manufacturer, wholesaler, pharmacy, veterinary
f‘oc;duanimal drug retailer, physician, dentist, podiatrist, veterinarian, laboratory, ¢linic, hospital,
ihstitution, or establishment holding a currently valid and unrevoked certificate, license, permit,
registration, or exemption under Division 2 (commeneing with Section 1200) of the Health and
Safety Cede or under Part 4 (commencing with Section 16000) of Division 9 of the Welfare and
Institutions Code who maintains a stock of' dangerous drugs or dangerous devices.

(b) The owner, officer, and partner of a pharmacy, wholeszaler, . . . shall be jointly
responsible, with the pharmacist-in-charge or representative-in-charge, for maintaining the

records and inventory described in this section, ., .

7.

1
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14, Section 4328 of the Code states:

"Except as otherwise proviaed in this chapter, any person who permits the compounding or
dispensing of prescriptions, or the furnishing of dangerous drugs in his or her pharmacy, except
by a pharmacist, is guilty of a misdemeanor.”

15.  California Code of Regulations, Title 16, section 1751.02, subdivision (c), provides,
in part, as follows:

“(c) Pharmacies compounding sterile injectable produets from one or more

non-sterile ingredients must have written policies and procedures that comply

with the following:
(3) Policies and procedures must address at least the following:

(I) For sterile batch compeunding, written policies and procedures must be
established for the use of master formulas and work sheets and for appropriate
documentation, .. .” . :

16, California Code of Regulations, Title 16, section 17513, subdivision (b), provides, in
part; |

“(b) In addition to the records required by subdivisions (a), for sterile

products compounded from one or more non-sterile ingredients the following

records must be maintained for at least three years:

(6) Preparation records including the master work sheet, the preparation work

sheet, and records of end-product evaluation results, ., .”

17, California Code of Regulations, Title 16, section 1716.2, provides, in pertinent part,
as follows: l

“(a) For the purpose of compounding in quantities larger than required for

immediate dispensing by a prescriber or for future dispensing upon prescription,

i1

Accusation




Fa o - e S = S R - T R

RO IR SR I S T S T S T T Voo e
S0 w1 e Lh B LY R —m &S W e =1 o Lh A W RN —

a pharmacy shall maintain records that include, but are not limited to:

(3) The expiration date of the finished produect. This date must not exceed

180 days or the shortest expiration date of any component in the finished
product unless a longer date is supported by stability studies In the same

type of packaging as furnished to the prescriber, Shorter dating than set forth

in this subsection may be used if it is deemed appropriate in the professional
judgment of the responsible pharmacist,

(4) The signature or initials of the pharmacist performing the compounding,
(5)A fOI‘ITIIl.lla for the compounded product. The formula must be maintained in a
readily retrievable form, .. .” |

18, California Code of Regulations, Title 16, section 1793.7, provides, in part:
“(a) Except as otherwise provided in section 1793.8, any function performed by
a pharmacy technician in connection with the dispensing of a prescription,
including repackaging from bulk and storage of pharmaceuticals, must be verified
and documented in writing by a pharmacist. Except for the preparation of
prescriptions for an inpatient of a hospital and for an inmate of a

facility, the pharmacist shall indicate verification of the preseription by

initialing the prescription label before the medication is provided to the

patient.

(b) Pharmacy technicians must work under the direct supervision of a
pharmacist and in such a relationship that the supervising pharmacist is fully
aware of all activities involved in the preparation and dispensing of

medications, including the maintenance of appropriate records.

{e) A pharmacist shall be responsible for all activities of pharmacy
technicians to ensure that all such activities are performed completely, safely

and without risk of harm to patients, .. .”

Accusation
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19.  California Code of Regulations, Title 16, section 1751.2, subdivision (b), provides:
“In addition to existing labeling requirements, a pharmacy which compounds
sterile injectable products shall include the following information on the

labels for those products:

(b) Name and concentrations of ingredients contained in the sterile

injectable product. , . .”
COST RECOVERY

20, Section 125.3 of the Cod.e states, in pertinent part, that the Board may request the
administrative law judge to direct a licentiate found to have committed a violaticn or viclations of
the licensing act to pay a sum not to exceed the reasonable costs of the investigation and
enforcement of the case.

FIRST CAUSE FOR DISCIPLINE,
(Furnishing of Controlled Substance through Unlicensed Wholesaler)
[Respondents Advanced Compounding and Bereliani]

21, Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivisions (j) and (), in conjunction with Code section 4126.5, in that
Respondents furnished controlled substances, as defined in Title 21, Code of Federal Regulations,
sections 13d1 1 and 1301,13(a), to a wholesaler from whom the controlled substance was not
acquired, The circumstances are as follows:

a} Between February 27, 2008 and August 4, 2008, Respondents Advanced
‘Compounding and Bereliani had a verbal agreement to furnish orders from Superior
Medical Supply (located in the State of Colorado) to their customers for controlied
substances and then to bill Superior Medical Supply for the purchase of the
controlled substances. Superior Medical Supply was not authorized by the Drug
Enforcement Administration to engage in the distribution of contrelled substances,

b) The furnishing of the controlled substances cccurred as follows: Schedule 11, 113,

IV, and V controlled substances were ordered through Superior Medical Supply for

7
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their customers; the confrolled substances were drop shipped by Respondents to
Superior Medical Supply customers; Respondents billed Superior Medical Supply
for the controlled substances; Superior Medical Supply paid the billed inveices from
Respondents; Superior Medical Supply then invoiced their customers directly for
the drop shipped controlled substances.

¢) The controlled substances Respondents shipped to Superior Medical Supply’s
customers were contrelled substances not originally acquired from Superior Medical
Supply.

SECOND CAUSE FOR DISCIPLINE

(Failure to Maintain Written Policies and Procedures)
[Respondents Advanced Compounding and Bereliani]

22.  Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivisions () and (0), in conjunction with Code section 4081, subdivisions
(a) and (b} and California Coﬁe of Regulations, Title 16, section 1751,02(c}(3)(1), in that
Respondents failed to maintain required written policies and procedures associated with the
pharmacy’s prepara‘fion‘and dispensing of sterile injectable products, The circumstances are as
follows:

a) During an investigation at Advanced Compeunding Pharmacy on or about June
19, 2008, Respondent Bereliani stated he did not have written pelicies and
procedures established for-the use of a master formula, worksheets and
documentation when compounding sterile batch injectable drugs from non-sterile
ingredients. A

THIRD CAUSE FOR DISCIPLINE

(Failure to Maintain Preparation Records and/or Master Formulas)
[Respondents Advanced Compounding and Bereliani]
23. Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivisions (j) and (o), in conjunction with Code section 4081, subdivigions
.(a) and (b) and California Code of Regulations, Title 16, section 1751.3(b)(6), in that

8
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Respondents failed to maintain, for three years, the preparation records, including Master
Forhula worksheets, when compounding sterile products from one or more non-sterile
ingredients, The circumstances are as follows:

a) During an investigation at Advanced Compounding Pharmacy on or about June 19,
2008, Respondent Bereliani maintained cnly a few of the required Master Formula
worksheets for the phérmacy’s compounding of sterile injectable drugs from non-
sterile ingredients.

b) During the June 19, 2008, investigation the preparation records for the
compounding of sterile [njectable drugs from non-sterile ingredients, showed
expiration dating of 180 days extended to one year expiration dating for sterile
injectable drugs shipped outside of California and no Master Formulas to
substantiate any expiration dating,

FOURTH CAUSE FOR DISCIPLINE,

(Failure to Maintain Complete Compounding Records)

{Respondents Advanced Compounding and Bereliani}

24, Respondents Advanced Compounding and Bereliani are subject to disciplinary action’

under section 4301, subdivisions (j) and (o), in conjunction with Code section 4081, subdivisions
(a) and (b} and California Code of Regulations, Title 16, section 1716.2, in that Respondents
failed to maintain complete records required for compounding for future furnishing of drugs, The
circumstances are as follows:
) During an investigation at Advanced Compounding Pharmacy on or about June 19,
2008, Respondents labeled sterile injectable praducts, with a 180 day expiration
date, with a one year expiration date when the drug was shipped ouiside California
~without justifying either expiration date and in violation of Regulation section
1716.2(a)(3).
b) During an investigation at Advanced Compounding Pharmacy on or about June 19,
2008, Respondent Bereliani failed to sign or {nitial the Logged Formula Worksheet

records in violation of Regulation section 1716.2(a)(4).

9
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¢} During an investigation at Advanced Compounding Pharmacy on or about June 19,
2008, no Master Formulas were available to substantiate a one year or 180 day
expiration for the same product in violation of Regulation section 1716.2(a)(5).

FIFTH CAUSE FOR DISCIPLINE
(Failure to Document Supervision of Pharmacy Technician)
| [Respondents Advanced Compounding hnd Bereliani]

25.  Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivisions (j) and (o), in conjunction with Code section 4081, subdivisions
() and (b) and California Code of Regulations, Title 16, section 1793.7(a), in that Respendents
failed to document supervision and verification of duties performed by the pharmacy technician,
The circumstances are as follows:

a) During the June 19, 2008 investigation at Advanced Compcunding Pharmacy,
Respondent Bereliani failed to initial or document many of the Logged Formula
Worlksheet records verifying the supervision and duties performed by compounding
pharmecy technician Zherair Aghakhan.

SIXTH CAUSE FOR DISCIPLINE
(Misbranding of Drugs with Yalse or Misleading Information)
[Respondents Advanced Compounding and Bereliani]

26. Respondents Advanced Compounding and Bereliani are subject to disciplinary action
under section 4301, subdivisions (j} and (o), in conjunction with Code section 4076, subdivisions
(a)(7) and (a)(9) and California Code of Regulations, Title 16, section 1751.2(b), in that
Respondent misbranded and labeled drugs with false and misleading information, The
clrcumstances are as follows: _

a) During investigations conducted at Advanced Compounding Pharmacy on June 19,
2008 and June 24, 2008, it was found that Regpondents allowed the compounded
drug Medroxyprogesterone Acetate 150mg/ml to be misbranded by falsely labeling
the drug with the misléading label as either “Medroxy Progst PF (75/0.5mg) m!” or
“Medroxy Proge (75/.5) 75/0.5mg.” .

10
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b) During investigaticns conducted at Advanced Compounding Pharmacy on June 19,
2008 and June 24, 2008, it was found that Respondents misbranded the prescription
labels with false and misleading expiration dates typed as 180 days and one year,

SEVENTH CAYSE FOR DISCIPLINE

(Sate, Purchase, Trade, or Transfer of Misbranded Drugs)
[Respondents Advanced Compounding and Bereliani]

17.  Respondents Advanced Physician Solutions and Bereliani are subject to disciplinary
action under section 4301, subdivisions (j} and (0), in conjunction with Code section 4169,
subdivision (2}(3) and Heaith and Safety Code ssction 1113335, in that Respondents purchased,
traded, sold or transferred dangerous drugs that they knew, or reasonably should have known
were misbranded, The circumstances are as follows:

a) From on or about February 28, 2008 through on or about June 4, 2008, Respondents
sold to doctors and clinics Medroxyprogesterone 150mg/m| pre-filled syringes that
were misbranded with false or misleading labels that read “Medroxy Progst PF
(75/0.5mg) m!” or “Medroxy Proge (75/.5) 75/0.5mg” that were manufactured by
Advanced Compounding Pharmacy (ACP). ACP, which is located in North
Hollywood, California, is a licenses permil‘ted to compound injectable sterile drug
products. The drugs were further misbranded in that the drugs were labeled by ACP
with a one year explration date when they were shipped outside of California and

with a six month expiration date when they were shipped in California,

PRAYER
WHEREFORE, Complainant requests that a hearing be held on the maiters herein alteged,
and that following the hearing, the Board of Pharmacy issue a decision:
L. Revoking or suspending Pharmacy Permit Number PHY 48591, issued to Advanced
Physician Solutions, Inc, dba Advanced Compounding Pharmacy.
2.  Revoking or suspending Permit Number LSC 99426, issued to Advanced Pﬁysioian

Solutions, Inc, dba Advanced Compounding Pharmacy.

11
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3. Revoking or suspending Pharmacist License Number RPH 51817, issued to Tooraj
Bereliani, Pharmacist-in-Charge,

4. Ordering Advanced Physician Solutions, Inc. and Tooraj Bereliani to pay the Board
of Pharmacy the reasonable costs of the investigation and enforcesnent of this case, pursuant to
Business and Professions Code section 125 3.

5. Taking such cther and further action as deemed necessary and proper.

[V)M&zé/

DATED: _{ Q/é@/:’ 7

IRGINIA IEROLD ~ ¥ )
Executivg OfFficer
Board of Pharmagy
Department of Consumer AfTairs
State of California

Complainant
LA2009602597
60478973.doc
jsc
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