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BEFORE THE 

BOARD OF PHARMACY 


DEPARTMENT OF CONSUMER AFFAIRS 

STATE OF CALIFORNIA 


In the Matter of the Accusation Against: 

GRANDPA'S COMPOUNDING PHARMACY 
7563 Green Valley Road 
Placerville;-

Pharmacy License No. PHY 45878 

Sterile Compounding License No. LSC 99109 


Respondent. 

Case No. 4929 

DECISION AND ORDER 

The attached Stipulated Settlement and Disciplinary Order is hereby adopted by the 

Board of Pharmacy, Department of Consumer Affairs, as its Decision in this matter. 

This decision shall become effective on July 28, 2014. 

It is so ORDERED on July 23, 2014. 

BOARD OF PHARMACY 
DEPARTMENT OF CONSUMER AFFAIRS 
SIAIE_QF_CALIEOR.NlA

By 
STAN C. WEISSER 
Board President 
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KAMALA D. HARRIS 

Attorney General ofCalifornia 

JANICEK. LACHMAN 

Supervising Deputy Attorney General 

KRISTINA T. JANSEN 

Deputy Attorney General 

State Bar No.· 258229 


1300 I Street, Suite 125 

P.O. Box 944255 

Sacramento, CA 94244-2550 

Telephone: (916) 324-5403 

Facsimile: (916) 327-8643 


~Attomeysfor-Gomplainant'--------~----~~--~-- -- -- ------ --~ -~ 

BEFORE THE 
BOARD OF PHARMACY 

DEPARTMENT OF CONSUMER AFFAIRS 
STATE OF CALIFORNIA 

In the Matter of the Accusation Against: 

GRANDPA'S COMPOUNDING PHARMACY 
7563 Green Valley Road 
Placerville, CA 95667 


Pharmacy License No. PHY 45878 

Sterile Compounding License No, LSC 99109 


Respondent.


Case No. 4929 


· 
STIPULATED SURRENDER OF 

LICENSE AND ORDER 


IT IS HEREBY STIPULATED AND AGREED by and between the parties to the above

entitled proceedings that the following m~!ters are true: 

PARTIES

1·. Virginia Herold (Complainant) is the Executive Officer of the Board ofPharmacy. 

She brought this action solely in her official capacity and is represente~ in this matter by Kamala 

D. Harris, Attorney General ofthe State of California, by Kristina T. Jansen, Deputy Attorney 

General. 

2. Grandpa's Compounding Pharmacy (R~spondent) is representing itself in this 

proceeding and has chosen not to exercise. its right to be represented by' counsel. 

. 3. On or about May 30, 2002, the Board ofPharmacy issued Pharmacy License No. 

PRY 45878 to Grandpa's Compounding Pharmacy (Respondent). The Pharmacy License was in 
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full force and effect at all times relevant to the charges brought in Accusation No. 4929 and will 

expire on May 1, 2014, unless renewed. 

4. On or about July 14, 2003, the Board ofPharmacy issued Sterile Compounding 

License No. LSC 99109 to Grandpa's Compounding Pharmacy (Respondent). The Sterile 

Compounding License was in full force and effect at all times relevant to the charges brought in 

Accusation No. 4929 and will expire on May 1, 2014, unless renewed. 

------------~JURI~~S~D!!I~C. ________________ :!:..TI~OillN

5. Acc1,1sation No. 4929 was filed before the Board ofPharmacy (Board), Depai-tment of 

Consumer Affairs, and is currently pending against Respondent. The Accusation and all other 

statutorily required documents were properly served on Respondent on January 13, 2014. 

Respondent timely filed its Notice ofDefense contesting the Accusation. A copy ofAccusation 

No. 4929 is attached as Exhibit A and incorporated by reference. 

ADVISEMENT AND WAIVERS 

6. Respondent-has carefully read, and understands the charges and allegations in 

Accusation No. 4929. Respondent also has carefully read, and tmderstands the effects ofthis 

Stipulated Surrender pfLicense and Order. 

7. Respondent is fully aware of its legal rights in this matter,- including the right to a 

hearing on the charges and allegations in the Accusation; the right to be represented by counsel, at 

its own expense; the right to confront and cross-examine the witnesses against them; the right to 

present evidence and to testify on its own behalf; the right to the issuance of subpoenas to compel 

the attendance ofwitnesses and the production of documents; the right to reconsideration and 

·court review ofan adverse decision; and all other rights accorded by the California 

Administrative Procedure Act and other applicable laws. 

8. Respondent voluntarily, knowingly, and intelligently waives and gives up each and 


every right set forth above. 
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1 CULPABILITY 

1. Respondent understands and agrees that the charges and allegations in Accusation 

No. 4929, ifproven at a hearing, constitute cause for imposing discipline upon its Sterile 

Compounding License. 

2. For the purpose ofresolving the Accusation without the expense and uncertainty of 

further proceedings, Respondent agrees that, at a hearing, Complainant could establish a factual 

-basis-for-thecharges-in-the-Accusation,and-that-Respondent hereby-gives-up its right to-contest~ 

those charges. 

'9. Respondent understands that by signing this stipulation Entity enables the Board to 

issue an order accepting the surrender of their Sterile Compounding License without further 

process. 

CONTINGENCY 

10. This stipulation shall be subject to approval by the Board ofPh~rmacy. Respondent 

understands and agrees that counsel for Complainant and the staff ofthe Board ofPharmacy may 

communicate directly with the Board regarding this stipulation and surrender, without notice to or 

participation by- Respondent. By signing the stipulation, Respondent understands and agrees that 

they may not withdraw its agreement or seek to rescind the stipulation prior to the time the Board 

considers and acts upon it. Ifthe Board fails to adopt this stipulation as its Decision and Order, 

the. Stipulated Surrender and Disciplinary Order shall be ofno force or effect, except for this 
. . 

 paragraph, it shal~ be inadmissible in any legal action between the parties, and the Board shall not 

be disqualified from further action by having considered this matter. 

11. The parties understand and agree that Portable Document Format (PDF) and facsimile 

copies ofthis Stipulated Surrender ofLicense and Order, including Portable Document Format 

(PDF) and facsimile signatures thereto, shall.have the same force and effect as the originals. 

12. This Stipulated Surrender ofLicense and Order is intended by the parties to be an 

integrated writing representing the complete, fmal, and exclusive embodiment oftheir agreement. 

It supersedes any and all prior or contemporaneous agreements, understandings, discussions, 

negotiations, and commitments (written or oral). This Stipulated Surrender ofLicense and Order 
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may not be altered, amended, modified, supplemented, or otherwise changed except by a writing 

executed by an authorized representative ofeach ofthe parties. 

13. In consideration ofthe foregoing admissions and stipulations, the parties agree that 

the Board may, without further notice or fonnal proceeding, issue and enter the following Order: 

ORDER 

IT IS HEREBY ORDERED that Sterile Compounding License No. LSC 99109 issued to 

Respondent-Grandpa's-Compounding-Pharmacy,-is-sl.rrrendered and accepted by-the-Board of. ---

Phannacy. 

1. Respondent shall lose all rights and privileges as a Sterile Compounding Pharmacy in 

California as of the effective date of the Board's Decision and Order. 

2. Respondent shall pay to the Board costs associated with its investigation and 

enforcement pursuant to Business and Professions Code section 125.3 in the amount of. 

$7,000.00. Such costs shall be paid to the Board prior to issuance ofany new or reinstated license 

to the current principals ofRespondent, William Ray Wills (RPH 27496) and Daniel R. Wills 

(TCH 36985). 

3. It is understood by all Parties that Resp01.;1dent has previously caused to be delivered 

to the Board its pocket license and, if one was issued, its wall certificate. However, should 

Respondent retain either a pocket license or a wall certificate, Respondent will cause said license 

or certificate to be delivered to the Board on or before the effective date ofthe Decision and 

Order. 

4. IfRespondent ever fll.es an application for licensure or a petition for reinstatement in 

tQ.e State of California, the Board shall treat it as a new application for licensure. Respondent 

must comply with all the laws, regulations and procedures for licensure, and all ofthe charges 

and allegations contained in Accusation No. 4929 shall be deemed to be true, correct and 

admitted by Respondent when the Board determines whether to grant or deny the application. 

5. Respondent may not apply for licensure until three (3) years after the effective date of 

this Decision and Order. 

4 
Stipulated Surrender ofLicense (Case No. 4929) 

http:7,000.00


5 

10 

15 

20 

25 

1 

2 


_3 


4 


6 


\--------

8 


9 


11 


12 


13 


14 


16 


17 


18 


19. 

-:-----·-----~--

21 


22 


23 


24 


26 


27 


28 


-7 .. ·---:---

6. IfRespondent should ever apply or reapply for a new license or certification, or 

petition for reinstatement ofa license, by any other health care licensing agency in the State of 

California, all ofthe charges and allegations contained in Accusation, No. 4929 shall be deemed 

to be true, correct, and admitted by Respondent for the purpose ofany Statement of Issues or any 

other proceeding seeking to deny or restrict licensure. 

ACCEPTANCE 

I have can~fuUy-read-the-Stipulated Surrendei"" of'.License and Order. I -understand the- -  .-. 


stipulation and the effect it will have. I enter into this Stipulated Surrender ofLicense and Order 

voluntarily, knowingly, and intelligently, and agree to be bound by the Decision and Order ofthe 

Board ofPharmacy. 

GRANDPA'S COMPOUNDING PHARMACY 
PHY 45878, Respondent 

DATED: 

WILLIAM RAY WILLS RPH 27496 


DATED: 
DANIEL R. WILLS TCH 36985 


ENDORSEMENT 

The foregoing Stipulated Surrender ofLicense and Order is hereby respectfully submitted 

for consideration by the Board ofPharmacy of the Department ofConsumer Affairs. 

Respectfully submitted, 

SA20 13112729 

1126658l.doc 
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1 KAMALA D. HARRis 

Attorney General ofCalifornia 

JANICEK.. LACHMAN 

'Supervising Deputy Attorney General 

KRisTINA T.JANSEN 
Deputy Attorney General . 

State Bar No. 258229 


1300 I Street, Suite 125 

P.O. Box 944255 
Sacramento, CA 94244-2550 

Telephone: (916) 324-5403 

Fa~simile: (916) 327-,8643 

Attorneysjor Complain
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8 BEFORE THE 
BOARD OF PHARMACY 

DEPARTMENT OF CONSUMER AFFAIRS 
STATE OF CALIFORNIA 
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10 
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11 In the Matter ofthe Accusation-AgaiD.st: 

GRANDPA'S COMPOUNDING 
PHARMACY 
7563 Green Valley Road 
Placerville, CA 95667 

~harmacyLicense No. PRY 45878 
Sterile .Compounding License.N~>:. LSC
~1@ 

Respondents.

Case No. 4929 

12 

13 ACCUSATION 
· 

14 
.. 

··-- -· _.::.~-- _________ 15 ... ... _ ---· . ---·---- --·-- -·- ·-"--- ______:_, __________ --·.-· __
. . . 

16 

17 

18 Complajn.ailt alleges:_ 

19 PARTIES 

1. Virgjnia Herold (Complainant) brings this Accusation solely m?et official capacity as 

the-Executive Offl,cer ofthe Board ofPharmacy,'Department of Consumer- Affairs. 

2. On or about May 30; 2602, the Board ofPharmacy issued-Pharmacy License Number 

PHY 45878 to 'GraJ,ldpa's Compouncling Pharmacy_ (Respondent). The fharmacy License was m
full force ~d effect at alltime~ relevant to the charges brought here:in and will expire on May 1, 

2014, unless renewed.

3. On or about July 14, 2Q03, the Board ofPharmacy issued Sterile Compouncling 

License Number LSC 99109 to Grandpa's Compouncling Pharmacy (Respondent). The Sterile 
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Compounding License was in full force and effec~- at all times relevant to the charges brougbt 

herein and will exp:ire on May 1, 2014, unless rent;~wed. 

JURISDICTION 

4. This Accusation is brought before the Board ofPhannacy (Board), Department of 

Consumer Affairs, under the authority ofthe following laws. All sectiqn references are to the 

Bus:iness and Professions Code unless otherwise indicated. 

s-.-section-4005-ofthe Code: provides-that the Board: may adoptrules and regulations to-

enforce this chapter. Those. rules and r_egulations are found in the California Code ?fRegulations 

(CCR), title 16, division 17. ·.All refer~ce~ 'to CCR sections are to title 16, division 17, unless 

otherwise indicated .. 

6. Section 4300 ofthe Code states in pertip.ent part: 


"(a) Every license issued may be suspended or revo~ed. 


"(b) The board shall disciplir!-e the holder of any license issue~ by the board, whose default 


has been entered or whose. case has been heard by the board and found guilty; l;Jy any 'of the . . . . 

- ____ -:- -·-· ·-· .. __ --·------.. -----·~-:.....___.____:__________ -·- __ ... _____ .------~--- ._____ . 

. 

fQJlQwiP..g_ m~tp.gq.s~-

"(1) Suspending judg:rp.ent. . 

"(2) Placing hlm or her upon probation. · 
. . 

"(3) Suspending his o~ her right to practice for a period not ex.ceed:ing one year. 

"(4) Revoking his or her license. 

"(5) Taking any other action in relation to discip~g him or her as the board in its. 

-di!fcretionmaydeemproper;"

7.. Section4300.1 ofthe Code states:· 

. . 


. ''The expiration, cancellation, forfeiture, or suspension ofa board-issued license by operation 

oflaw or by order or decision ofthe board or a court otlaw, the placement ofa license on a 

ret:ired status, or the voluntary surrender of a license by a licensee·shall not deprive the board of 
. . 

jurisdiction to commence or proceed with any investigation of; or action or disciplln.ary proceeding 


against, the ~censee or ~o render a decision suspend:ing or revoking the license." 
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1 STATUTORY PROVISIONS 

8. Section4301 ofthe Code states in pertinent part: 

"The board sh~ll take action against any holder of a license who is guilty ofUDprofessional 


conduct or whose licenSe has been procured by. fraud or misrepresentation or is8ued.by n:ristake. 


Unprofessional conduct shall include, but is not limited to, any ofthe.following: 


"(o) Violating or attempting to violate, directly-or indirectly, or assisting in or abetting tbe 

iolation-of"or-consp:iring-to-Violate any provision_or_term_QfJhis chapter or ofthe applicable. . . . 


federal and s~te'laws and regulations goverrring P.harmacy, including regulations established by the 


board or by any other state or federal re~atory agency." 


9. 	 Section 4123 ofthe Code provid~s :in pertinent part that a pharmacy shall compound 
. . 

sterile injectable products :from one or more nonsterile ingredients in one ofthe following 


environments: (a) An ISO class 5 lamip.ar a:irflow hood withiD an ISO cbiss 7 c1eanroom. The 


cleanroom must hl:!-ve a positive air pressure differential relative to adjacent areas. 


10. Section4127.7.ofthe C~de provides: "Any pharmacy that contracts to compound a 

c1rug foJ p~~~t~~~-i;h~J;_apy,_p~~~~.~o..~. pres)r:W:ti-9~· ~?.r ..~~~~~?..~oth~~ ~h~~~-~~~- ·... 

report that contractual al!angement to the board.. That info!mation shall be reported by tb,e 

pharmacy performing the compounding services within 3 0 days of commencing that 

compounding" 

11.. Section 4329 o{the Code provides: ."Any nonphp.rm.acist who takes cb.ai:ge of or acts 


as supervisor, manager, or pharmacist-in-charge ofanypharmacy, or who compounds or dispenses 

. .. 

aprescription-or furnishes: dangerous drugs except-as-otherwise provided in this chapter, is guilty .. 

ofa misdemeanor." 

REGULATIONS 

12. CCR section 1735.5 states in pertinent part: 

"(a) Any pharmacy engaged in compounding &hall maintain a written policy and procedure 

manual for comp.ounding that establishes procurement procedures, methodologies for the 

formulation ·and compounding of drugs, facilities an.d equipment clearring, maintenance, operation, 

.and other standard operating procedures related to compoundlng. . 


· "(b) The policy and procedure manual shall be revj.ewed on an annual basis by the 

pharmacist-in-charge and shall be updated whenever changes :in processes are :implemented.
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"(c) The policy and procedure manual shall include the following: 

"(1) Procedures for notifying staff assigned to compounding duties ofany cnanges in 

processes or to the policy and procedure ma:i:mal . · 


"(3) The proc.edures for maintaining, storing, cahb~atiJ;J.g, cleanmg, and disjnfecting , 

equipment use~ in comp_ounding, and for training on these procedures as part ofthe staff training 

and competency eva~uatron process. · 


13. CCR section 173 5.8 states in pertinent part: 

"(a) Any pharmacy e~gaged in compounding shall ma:inta:in, as part ofits written polici~s and 
-procedures, a written quality assurance plan designed to monitor and ensure the :integrity, potency, 
quality, and labeled strength ofcompounded drug products. · 

. . 
"(b) The quality assurance plan shall :include written procedures for verification, monitoring, 


and review of the adequacy ofthe compounding processes. and shall aJso include written · · 


. . ' 


documentation of review of thos\3. processes by qualified pharmacy personneL 


"(c) The quality assurance pIan shall :include written standards for qualitative and 

qua±J.titative :integrity, potency, quality, and labeled strength analysis ofcompounded drug 
products~ All qualitative and quantitative analysis report~ for compounded drug products shall be 

retained by the pharmacy and collated with the compoun<ling record and Iriaster fon:r:mla. 


" ·" 

14. CCRsection 1751.3 states inpertinentpart: · 
. . 

:~(a).Any pharmacy engage.d.in .comp.Qunding .s.t~rile .WJ~9t~ple ~--ug .product~_shaJ,l;l;lla:intain .!!- · 
written policy and procedure manual for compounding that mcludes, in addition to the elements 
required by section 1735.5, written policies and procedur.es regarding the following: 

"(1) Compounding, filling, and labeilng ofsterile injectable compounds. 

."(2) Labeling ofthe sterile injectable product based on the intended route ofac:1mmistration 
and recommended rate ofadministration. · . · . 

"(3) Equipment and supplies. 

"{4) ':['raining of sta[jn the prep_ara?on of sterile injectable products. 

"(5) Procedure·s for handling cytotoxic agents. 

".C6) Quality assurance program. 

"(7) Record. keepmg requrrememts. 

" 

"(d) Pharmacies compounding sterile. injeciable products from one or more non~sterile 

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


"(3) Policies and procedures must address at least the following: 
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· "(G) Reguhr cleamn:g schedule for the controlled area and any equipment :in the controlled 

area and the alternation ofdisinfectants. Pharmacies subject to an institutional :infection control 

policy may follow that.policy as it relates to cleaning schedules and the alternation ofdis:infectants 

in lieu ofcomplying with this subdivision. · ; . · 


" , 

15. CCR section 1 '751.4 states in pertm:ent part: 

"(a) No ~terile :injectable product shall be compounded ifit is known. or reasonably should 
be known, that the compounding enviroiJDlent' fails to ·meet criteria specified in the pharmacy's 
wntf:e:t:cp-olicies and procedures-for the-safe compound:ing-ofsterile injectable dr:ug products.--~-- __ ~-

" , 

16. CCR sectioD: 1751.5 states in pert:inent part: 

·"(b) When compounding sterile products from one or more non-sterile ingredients the 

following standards must be ·met: . . 


"(1) Cleamoom garb consisting of a low-sheddln.g coverall, head cover, face mask, .and shoe 

covers must be worn inside the designated area at all times. . · 


"(2) Cleamoom garb must be do!)ned and .removed outside the designated area. 

" 

"(5) Gloves made of'Tow--shecidil:ig ·materia1S ·a:re reqiilied . .' -~" -

17. CCR section 175i .6 states :in pert~ent part: 

" " 

"(b) The pharmacist~:in~charge shall be responsible to ensure all phamiacy personnel 

engaging in compoundfug sterile injectable drug products shall have tra.Uring and demonstrated 

competence i:iJ. the safe hand.l:ing and compounding ofsterile injectable products, :includfug 

cytotoxic agents ifthe pharmacy compou,nds products with cytotoxic agents. 


----,,tc) Records oftrain:ing and-demonstrated competence ·shall be available for-each individuaL-----
and shall be retained for three years beyond the period of eiJ?l?loyment. · . 

;'(d) The pharmacist-in.~charge shall be responsible to ensure the continuing competence of 

pharmacy personnel engaged iJ:t compounding sterile :injectable products. . . 


. . 

"(e) Pharmacies that compound sterile products from one or more non-sterile .ingredients 

must comply ~th the following training requirements: . · _ 


. . 
"CD The pharmacy must establish and follow a written program of training and performance 


evaluation designed to ensure that each person working in the designated area ha.s the knowledge 

and skills necessary to perform their assigned tasks properly. Tbis program oftraining and 

performance evaluation must address at least the following: 


"(A) Aseptic technique. 
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"(B) Pharmaceutical calculations and termln.ology. 

''(C) Sterile produ~t. compounding documentation. 

"(D) Quality assurance-procedures. 

"(E) Aseptic preparation procedures. 

"(F) Proper go~g and gloving technique. 

"(G) General conduct in the controlled area. 

--••(H)-e~eaning,-sanit:izmg,-andmamtalliingequipment-used-inthe controlled area._ 

"(I) Sterilization techniques. 

· . "(J) Container, equipment, and closme _system selection: 

· "(2) Each person assigned to the controlled area must successfully complete practical skills 
training :in aspet10 technique and aseptic area practices. Evaluation must include written testing and 
a written proto-co~ ofperiodic rout:ine perfomiance checks involving adherence to aspetic area 
policies and procedures. Each person's proficiency and·continuing training needs must be 
reassessed every 12 months. Re~ts ofthese assessments must be documented and retained m the 
pharmacy for three years." 

18. CCRsection 1751.7 states: 
. . 

"(a) Any pharmacy engaged in compounding sterile injectable· drug products shail maintain,· 
as· part of.its written policies and pro.cedme..~~ a. writtep. q\laE'!:Y. a~~ap.c_e p_lan incl11db:!-g~ in addition 
to the elements reqtrired by section 1735.8~ a documented, ongoing quality assurance progiam tl:iat: 
monitors personnel performance, equjpment, and facilities. The end, product shall be examined on a 
periodic sampling basis as dete:rn:rined by the pharmacisf-ln_..charge to assure that it meets required 
specifications. The Quality Assurance Progra:n:i shall include at lea_st the following: . . 

"(1) Cleaning and sanitization of.the parenteral, medication preparation area. 

'· "(2) The storage ofcompounded sterile ~jectable products :in the pharmacy and periodic 
docum.entation ofrefrigerator temp~rature.

_____ ''Q2~.A..ctions to be t~en in the event of a drug recall. 
--- -· 

"(4) Written justification ofthe chosen exp:iration dates for compoimded sterile 4:J.jectable--
products. . · · · . · · 

"(c) Batch-produced sterile :injectable drug products compounded from one or more non
sterily ingredients shall be subject to documented end product testing for sterility·and pyrogei:J.s and 
shall be quarantined Un.til the end product testing confirms sterility and acceptable levels of 
pyrogens:

" " 
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COSTRECOVERY 

19. 	 · Section_125.3 oftb.e Code provides, :in pertinent part, that the Board mayrequest the 
. . 

admmistrative law judge to direct a licentiate found to have committed a violation or violations of 

the licensing act to pay a sum not to exceed the reaSonable costs of the mvestigation and 

enforcement ofthe case, wit~ failure ofthe licentiate to con;tply subjectmg the license to not bemg 

renewed or remstated. Ifa case settles, recovery ofmvestigation and enforcement costs may be 

mcluded ID.-a stipulated-settlement.-.-- 

BACKGROlJND.INFORMATION· 

20. On or about Ap?J-18, 2013, a Board ofPharmacy Inspector began a regular annual 

· mspection at Respondent's facilities. PursD:ant to Code section 4127.1, subdivision (c), every 

pharmacy that is a licensed sterile compoundmg (LSC) pharmacy must be inspected annually prior 
. 	 . 

to renewal OnAprill8, 2013, the Board Inspector found violations ofPharmacyLaw." 
. 	 . 

Therefore, on May 2, 2013, a Board Inspector returned to Respondent's facility to obta~ :further 

information ill. regards to applicable compoun4mg practices. Violations ofPharmacyLaw.were 

.9"9~e!'Ye4. ~d a Cease ?IJ.d Desist Order was issued. On May 29, 2013, a Board Inspector 
·-·.: -···- ·- ·--··········-· -·--·-··-- -·--- ·-· ............. ··-· ·-. ·--· ..... ·- ·········-· 


)----- 

 

contm.U:~d the inspection ofRespondent's facility. On or about June 1_1, ~013, a Board Inspector 


documented furtherviolatioris ofPharmacyLaw. On or about September 6, 2013, a Board 


Inspector documented further violations ofPharmacy Law and a second Cease and Desist Order 


was issued. 


FIRST CAUSE FOR DISCIPLINE 

- -(Failure toJ?ocument Ste~ty and Endotoxin Testing and Cleaning of Preparation Areas

21. Respondent Grandpa's Compounding Pha.rmitcy is subject to disciplm.ary action for 
' 	 . . 

unprofessional co?-duct under code section 4301, subdivision ( o ), for violatmg CCR sections 

1751.7, subdivisiop.s (a) and (c), 1735.8, subdivisions (a), (b), a.Jfd (c), and 1751.4, subdiviSion (a) 

m tbat Resp_ondent did not mamtain or follow a quality assurance progra.rp. that mcluded 

doc~ented sterility and endotoxJn testing, and clearring of compo:undmg·preparation areas. The 

circumstances are that R~spondent was una~le to or faileG. to proVide accurate logs documenting 

sterility or endotoxin testmg or cleaning of the areas used to prepare compoundiD.g materials. 
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Respondent therefore compounded sterile injectable drugs man environment failing to meet the 

criteria for safe compounding ofsterile injectable drugs. 

.SECOND CAUSE FOR DISCIPLINE 

(Failure to Train or Document Training of Staff in C~mpounding) 

22. Respondent Grandpa's Compo_unding Pharmacy is subject to disciplinary action for 

unp:t:ofessional.conduct under code section 4301, subdivision (o) for violating CCRsection. 
. . . 

-1751-: 6-;-Sl:l.bclivisions "(b}{~);-m thatRespondent failed-to ensure that ~11pha.r:ffiacy personnel 

engaged in compounding sterile injectable drug products ];lad tniming and demonstrated 

competence. Respondent further failed to document ot retain documentation ofany training 

provided. Respondent was unable to or failed to provide traimng records· or proof ofcompetency 

for any pharmacists employed at the facility. 

THIRD CAUSE FOR DISCIPLINE 

(Failure to Utilize Appropriate Sterile Garb) 

23. R~spondent Grandpa's Compounding Phamiac3:' is subject to disciplinary action for 
. 	 . 

unpr_oje~siQP.~.co;:id~~t ~def ~od~-~~~~?.11..1~_0 ~1 ~~~d~'isi<?n. _( ~\ ~?~ yio~~-D:~ c_<;~ _s~c~?~ .... 
. . 

1751.4, sub4ivision (a), and 17.5l.S, subdivision (b), in that Respondent compounded sterile 

injectable drugs but failed to provide an appropriate sterile :injectable co;mpounding environment by 

~iling to provide appropriate clean room garb to its .employees. The circumstances are as follOws:· 

24. Respondent does not possess or provide appropriate l<;>w-shedding garb to its . 


employees. Specifically, Respon4ent is required to provide a low-shedding coverall, head cover, 


face·m:ask;·and shoe covers:- Respondent failed to.previde low-shedding coveralls, head covers,.or 
~-~--

face masks to its employees for purposes ofcompounding. 


FOURTH CAUSE FOR DISCIPLINE 


(Failure to Correctly Don Compounding Garb) 


25. · Respondent ·Grari.dpa's Compounding Pharmacy is subject to disciplinary action for 


unprofessiop.al co~duct under code section 4301, subdivision ( o ), fo~ violating. CCR se~tion 


1751.4, subdivisiOf~: (a), in that Respondent co;mpounded sterile injectable drugs but failed to. 


provide an appropriate sterile injectable compounding environment by failing to follow its written 

8. 
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standard operating procedure (SOP) number 3.352. Respondent failed to train and ensure that its 

employees follow the SOP to apply· and utilize the compounding garb correctly. The 

c:ircpmstances are as follows: 

26. A pharniacy technician employed byResp~ndent failed to follow SOP number 3.3.52, 

wbic~requires compounding garb to be applied in the follow:ing order:. 1) shoe cover, 2) hair 

cover, 3) ma~k, 4) wash hands pursuant to procedure for hand wa~hing for sterile phase, 5) go'WD, 

6:J-gleves,-7}enter-cleanroom- Respondent~s-employee.donned the gown (step ·5), prior to 

washing hands (step 4), and therefore splashed non-sterile water onto the gown. Respondent's 


employee further entered the cleanroom (step .7), prior to donning gloves (step 6). 


_;FIFTH CAUSE FOR DiSCIPLINE 

(Failure to R~tate Disinfectants) 

27. Respondent Grandpa's Compounding Pharmacy iS subject to discip~ action for 

unprofessional conduct under code section 43 01, .subdivision ( o ), for violating CCR section 

1751.3~ subdivision (d), paragraph (3), subparagraph (G), and 1751.4, subdivision (a),~ that 

ResP9.ndent~01UP.~~~~d ~!er4~-~j~~t~b~e. dru~s.~u~ -~~~.t-~. p!._oyi~~ ~ a:ppr?:p~ate ~terile ... 

injectable comp0und:ing envD;onment by failing to comply with its SOP number 3.2.20 and proVide 

a regular cleanmg schedule :including alternation ofdisinfectants on a quarterly basis: The 

circumst~ces are as follows: 

28. SOP number 3.2.20'requires disinfectants from four different chemical classes 


(alcohol, quart~mary ammonium coml?ound, phenolic, and oxidizmg agent) to be· rotated on a 

' . 

·quarterly·l;>asisfor purposes·ofc~eanmg-cleamoom-surfaeesand equipment. The use ofthese-----. 

disinfectants. is to be logged, and all records kept for tbree .(3) years. The logs showed that from 
. . 

January_1, 2013, through September 5, 2013, ~he same two clea:Ding agents were used; alcohol and 

a commerc1alproductnamed "Purinse." No qu~erlyrotation was done, and no other products or 

classes of dis:infectants were used ~or this rune (9) month span. 
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1 SIXTH CAUSE FOR DISCIPLINE 


(Inappropriate Depyrogenation Chamber, Failure to Document Use) 

. 	 . 

29. Respondent Grandpa's Compoundffig Pharmacy is subject to discipfuary action for 
. 	 . 

unprofessional conduct under code section 4301, subdivision (o), for violating CCR section 

1735.5, subdivision (c), paragraph (3), 1751.3, subdivision (a), and 1751.4, subdivision (a) in that 

Respondent compounded sterile injectable drugs but failed to provide an appropriate sterile 

-m.jectable-compoundlngenvironment-by-fa~g-tohave or-comply-With awritten SOP cont~g 

the procedures for ma:in.tallring, storing,_ cahbrating, cleaning, and disinfecting equipment used m 
compound:in.g, and for failing to train staff :iii these procedure.s as part ofthe staff tra:in.ing and 

. I . 

competency evaluation process. Further, Respondent failed to follow SOP number 5.6.23. The 

circumstances are as follows: · . 

30. ·SOP ;number 5.6.23 states depyrogep.ation~ is usually conducted at. temperatures over_ 

250 degrees centigrade, and t~at the item; temperature, and time mu~t be logged: .R:espondent was 

unable to or .failed to provide any iogs ofitems, "temperature, or time. Further, Respondent's 

d.epyrogeliation.9Y~!t~.:ug~b~eJ.o.h~at above 148.9 degrees centigrade2 
•- - -··- - --. -· _,,_ ... -· .. - -···.-·-· .... . . 

SEVENTH CAUSE FOR DISCIPLINE 

(Failure to Report Manufacturing Activities to Board) 

31. Respondent Grandpa1s Compounding Pharmacy is .subject to disciplJnary action for 

unprofessional-conduct under code section 4 3 01, subdivision ( o), for violat:in.g Code section 

4127.7 in that Respondent compounded sterile :injectable compoundmg drugs for another 

-pharmacy andnot for aspecific patient pursuant to a valid prescription for four ( 4) consecutive~ ~ 

months without notifYing the Board ofthe arrangement.··. 

· 
1 Deyprogenation :is a sterilization process for removing pyrogens from a substance or 

surface. A pyrogen is any substance, usually bacteria, that can cause a fever. Although there are 
several methods of depyro genation, the only one at issue mthis matter is utilization ofhigh heat in 
a depyrogenation chamber. · · · 

·z Respondent's depyrogenation oven is a DeLonghi brand, Alfredo model, household 

counter-style toaster oven th~t has been·modified by an unknown individual drilling a hqle in the 

top ofthe oven and :inserting a thermometer. 
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EIGHTH CAUSE FOR DiSCIPLlNE 

(Release of Drugs Prior to Sterility Testing)· 

32. Respondent iliandpa1s Compounding Phi:trmacy is subject to disciplinary action for 


unprofessional conduct -imdyr code section 4301, subdivision. ( o ), for -violating CCR section 


1751.4, subdivisi9n (a), and 1751.7, subdivision (c), in that Respondent compounded'sterile 

injectable chugs but failed to provide an appropriate sterile injectable cm;npounding environment by 

failing to-follow-its-SQF-number 9 .1.30 by appropriately testing batch~prodlJced sterile :injectable 
. r., . . . - -- 

drugs, and failing to qu,arantine such batch-produced drugs for the fulll4 day time period requll-ed 


to deten:nine 'whether the end product is sterile. ~e circumstances are as follows: 


33. Respo;11dent's SOP number 9.1.30 in effect at the April18, 2013, inspectionrequll-es a 


pharmacist to read sterility test results after a 72_hour mcubati~n period. Iffound sterile, the batch 

. . 

may then be released. The· medium used to test sterility continues to be incubated for a total of 14 


days after which a pharmacist will examine the medium to ensure it remains sterile. Respondent's 


logs showed that on Mondays, Respondent had been releas:ing batch-produced sterile injectable 


_drugs-that had.been compound~d on the previo.us Friday. This could result in an incubation period 

O O 0 0 O O OO 0 O O ... O O M 0 0o0 0 00 0 0 0 00 0 "MOoo 0000 - 0 0 oo 0 00- o OO OO O OO o O O ..0 

. . 
ofless than 72 hours depending on the time ofcompounding on Friday and the-time ofrelease on 


Monday. The times of compounding and release of~e drugs was. not logged: Respondent also 


failed to cont:inue incubat:ing the testing medium for 14 days. . . 


NINTH CAUSE FOR DISCIPLlNE 

. (Failure to Annually Review Policies and Procedures) 

34.--RespondentGrandpa1s Compounding P-harmacy is subject to disciplinaryactionfQL ______ _ 

unprofessional conduct under code section 4301, subdivision ( o ), by violating CCR section 

1735.5, subdivision (b), in that Respondent failed tci have the ~hannacist-:in.:.Charge review the 

policies and procedures manual on an annual b~ili.. The circ-gmstances are that at the time of the 

inspection, the ·sop manual had not been re-0-ewed by the Pharmacist-In-Charge for the previous 

three (3) years. 
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TENTH CAUSE FOR DISCIPLINE 

(Failure to Log Cleaning, Calibration or Use _of. Incubator) . 

35. Respondent Grandpa's Compouncling Pharmacy is subject to disciplinary action for 

unprofessional conduct under code section 4301, subdivision ( o ), by violating CCR section 

1735.5, subdivision (a), and 175'1.4, subdivision (a) :in that comppunded sterile :injectable drugs but 

failed to prov.ide.an appropriate sterile injectable compounding envrromnent by failing to follow its 

SOP-number-3.3.34, Incubator_Use._'_Th~_9jrclJ![lSta.tlces are :fuat SOP n"UJ:Qb~r ~.3.34 requrres 

documentatio~ ofall test~ done using the incubator and a monthly cleaning schedule us:ing rotating 

disinfectants. Respondent was unable to or fa:iled to provide do·cu.mentation ofuse ofthe 

incubator, no;r did Respondent have a monthly cleaning schedule using rotating disinfectants. 

ELEVENTH CAUSE FOR DISCIPLINE 


(Failure to Log c;Ieairing, Calibration or Use of Autoclave) 


36. Respondent Grandpa's Compounding ~harmacy is subject t<;l disciplinary action for 

unprofessional conduct under code section 4301, subdtvision (o), by violating CCR secti?n 

~ 73_?:5:~. ~~!J4ivi.sio1;1 (a) ~nd)7~.1:~ ~b~iyisio~ (~),_in ~t R~spondent compounded sterile . . . . . . .. . . ·-·-·. . . . . . 

injectable drugs but failed to proVide an appropriate sterile injectable compounding envrronment by 

failing to follow its SOP number 5.6.30, Procedure for .Steam Sterilization By Autoclave. The 
I . 

circumstances are that SOP number 5.6.30 requires documentation oftime, load, temperature, and 

pressure during use ofthe autoclave. Respondent was unable to or failed to provide 

do~entation oftime, load, temperature, or pressure for use ofthe autoclave. 

~~ ----------·----T-WE-LFTH GAUSE FORDISCIPLI:NE 

· (Improperly Testing Drug Sterility) 

3 7. Respondent Grandpa's Compounding Pharmacy is subject to disciplinary action for · 

unprofessional conduct under code sec:ti6n 43 01, subdivision ( o ); by violating CCR section 

1751.4, subdivision (a), and 1751.7, .subdivision (c), in that Respondent compounded ste~e 

injectable drugs but failed to provid~ an appropriate sterile. injec~able compounding envll'oiJJ?ent ~y 

failing t.o properly test batch-produced sterile injectable drugs. The c:ircumstances· are that' 

Respondent fa:iled to follow the manufacturer's specifications -for the use. oftwo comrriercial . . u 
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testing products, TuffTest and PyroTest. Therefore, the test results c:bta:ined using these two 

methods are not reliable. 

TBIRTEENTH CAUSE FOR DISCIPLINE 

(Non-Pharmacist Manager of Pharmacy) 

38. Respondent Grandpa1s Com~ouncling Pharmacy is subject to disci]?linary action for 

unprofessional con~uct under code section 4301, .sub~ivision ( o ), by violating code section 4329 in 

that-anon.-pharm.acist,-Daniel Wills,-managed the pharm.acy.-The c:ircumstances are that from ____ 

approximately February 13,2013, until September 6, 2013,Daniel Wills, who is not a licensed 

pharmacist,·was T).ll1Ding a.n,d managing the pharmacy. 

FOURTEENTH CAUSE FOR DISCIPLINE 


{Failure to Maintain Positive Air Pressure in Cleanroom) 


39. Respondent Grandpa's Cqmpouncling Pharmacy iS subject to discip~ action for 

unprofessional conduct under code section 4301, subdivision ( o ), by .violating code section 4123, 

and CCR section 1751.4, subdivision (a), :in. that Respondent compounded sterile injectable drugs 
. ~ 


but .failed to pn;)yj.Q,e_AA_a_ppropriate sterile injectable compounding environment by failing to 

• • • •••••• - •• - ..... 0 ••• -· • • • • ·-· • • •••• 

fqllow its SOP number 3.3 .1 0 and also failing to' keep or log positive air pressure in the cleanro.om 

used for compounding sterile injectabl~ drugs. The circumstances are as follows: 
. . 

40. Respondent's SOP number 3.3.1 0 requ:ires that positive pressure in the ·cleanroom will 

be documented with each use ofthe sterile roO'm, and that positive pressure is obtaiq.ed whe;o. "the 
' ' I 

plastic cover is pushed out at floor level." Code sectim:i. 4123 provides that the cleanroom must 

~ ~ave af6sitiv~farrpressure differential relative to adjacent areas. Respond~nt's SOP number ~ ~- ~ 

3.3.10: does not ensure that positive pressure is obta:ined. Respondent was unable to or failed to 


provide the required documentation. 


PRAYER 


WHEREFORE, Complamant requests that a hearing be held oil the matters herein alleged, 

and that following the hearing, the Board ofPharma,cy.issue a decision: 
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1. Revoking or suspending Sterile Compounding License Number LSC 99109, issued to 

Grandpa's Compounding Pharmacy; 
. . 

2. Ordering Grandpa's Compounding Pharmacy to pay the Boa;rd ofPharmacy the 
' 

reasonable costs ofthe investigation and enforcement of this case, pursuant to Business. and 

Professions Code section 125.3; 

3. Taking such other and further action as deemed necessary an.d proper. 

.G 
Executiv 0 
Board of h acy 
Department of Consumer Affall:s 
State of California. 
Complainant 
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