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Gua1·<1hm Pharmacy Sea-vices 
7920 Ehn brook Dr Ste 108 

Dallas, TX 75247 
(214) 221-8181 

Fax (214) 221-8282 

VIA Ovemighl Mail and Fax 

November 7, 2016 

Reynaldo R Rodriguez JI' 
Acting District Director 
U.S. Food and Drug Administration 
Dall~s District Office 
4040 No11h Cenlrsl Expressway, Suite 300 
Dallas, TX 75204 
(214)253-5222 

RE: Guardian Pllarmncy Services. WAIVER for Publication of Response to FDA Fo1·m 
483 Issued on October 21, 2016; FEI No. 3012669715 

Dear Mr. Rodriguei, 

On behalf of Guardian Pharnmcy Services (hereafter referred to as GPS), located in Dallas, 
Texas, I hereby authorize the United States Food and Drug Adminish-ation (FDA) to publicly 
disclose the information described below on FDA 's website. I tmde1·stand that the information 
that is disclosed mny conlain confidential commercial or financial information or trade secrets 
within (l\e meanii~g or 18 U.S.C. §1905, 21 U.S.C. §3310), and S U.S.C. §552(b)(4) that is 
exempt from public disclosure· unde1· those statutory provisions and/or relevant FDA regulations. 
I agree to hold FDA harmless for any i1tiu1y caused by FDA's sharing lhe information with the 
public. 

Information lo be disclosed: GPS' Response to FDA Form 483 issued October 2I , 2016; FEI No. 
3012669715 . The waiver shall extend only to GPS' Respo11se to the FDA Fom1 483 issued 
October 21 , 2016, and not to any of the supporting or underlying documents implicated or 
involved in the FDA Form 483 issued October 21, 2016 such as Attacllrncnts and Exhibits. 

Authori~tion is given to FDA to disclose the above-mentio11ed information which may include 
confidential coinmer'Cial or financial 01· trade secret information. As indicated by my signature, I 
am authorized lo provide lhis conscllt on behalf of GPS, and my full name, title, address, 
telephone number, ftlld facsimile number is set out above for verification. 

In the event there are any questions regarding the disclosure of such informalioo, I hereby request 
pre-disclosure notification so thal we can add1·ess any such questions prior to disclosure of the 
material. Thank you. 
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Dear Mr. Rodriguez, 

GPS would like to take this opportunity to respond to the inspectional observations listed within 
Forrn 483 dated October21, 2016; FE! No. J01266971S. During FDA 's inspection, GPS engaged 
cooperatively and constructively with FDA as OPS would like to ass,11-e FDA that it is committed 
to providing patiems with the highest quality compounded preparations and takes FDA's 
observalions and its professional responsibilities very seriously. 

GPS is a Texas licensed compounding ph1umacy, which compounds medications in compli1111ce 
with Texas law, USP Chapter 795 and USP Chapter 797 respectively, and in compliance with 
Section 503A of the Federal Footf. Dritg, and Co.rmetic Act (hereafter refen·ed to as Section 
SOJA). For the pnst years, GPS has been providing the highest quality compounded medications 
to its patients for a multitude of conditions 10 fulfill their othel'\vise unmet medical needs. 

As a Section 503A pharmacy compliant with Texas stale law, we would like to note thal many of 
the observations included within the Forlll 483 are based on cm'l'ent good manufacturing practices 
C'cGMP"). Section SOJA specifically exempts SOJA pharmacies compliant with state law frorn 
complying wirh Section 50l(a)(2)(B) of the Federal Food Dntg tmd Cosmetic Act , which 
requires com1Jliance wi~h cOMP. Thereforei GPS is not required to meet the cGMP regulations 
that are ci1ed wifhio the Form 483. FDA 's guidance, published July 2, 2014 reiterated that drugs 
compo~mded in com1>liance with Seel ion 50JA will be exempl from certain sections of the Food, 
Dr11g, cmd Cosmetic Act, including cGMP requirements.1 FDA fm1her recognized this to be 
correct within the inost recently l'eleased FDA inspections notice staling that FDA will not cite 

2 violations based on cGMP regulations for 503A pham1acies.

GPS takes great satisfactio11 in compounding in compliance with Texas state phatmacy law as 
well as in compliance with Section SOJA. As such, OPS is fully entitled lo the exemption from 
cGMP ser forth in Section SOJA and objects to any ob.servalion in the Form 483, which 
inappropl'iately relies on cGMP 1-egularions. While OPS is addressing all of FDA's inspecrional 

1 Final Guidnnce; Phnrm~cy Compounding of Human Drug Products under Sec1io11503A of the Federal 
Food, Drug, and Cosmetic Acf; Availability; 79 FR 37742 (Jul. 2, 2014). 
2 See 
htlp://www.fdo.gov/downlonds/Drttgs/OuidnnceC()mplia11ceRegulato1yl1lforma1ion/PharmacyCompoundin 
glUCMS 10684.pdf 

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompounding/UCM510684.pdf
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observations, its cooperation with FDA should not be interpreted as GPS' admission or agreement 
that it is required to comply will! cOMP regulations, thereby leaving GPS exposed to repeat 
citations for failing to confom with cGMP regulations. 

As demonstrated in the following responses, GPS is thoroughly addressing each of the 
observations presented in the Form 483. In this same vein, OPS is evaluating its overall policies 
and procedures and will revise them as deemed necessary, to ensure compliance with FDA 's 
expectations, in conjunction with those of the Texas Board of Pharmacy. Without concedi11g that 
any of the Observations are applicable, set forth below are FDA's Observations, followed by 
GPS' responses lhereto. 

We appreciate the opportunity to address lhe observations set fo1th in the Form 483, and if FDA 
has any questions regarding our 1·esponses or would like to discuss these responses furlher, we 
welcome a meeting with the District Office to continue this dialogue lo resolve any outslanding 
issues regarding the observations noted in the form 483. 
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GPS' RESPONSES TO FDA'S INSPECTION OBERSERVATIONS 

Obsea·vation 1 
Proccthu·es <lesigoed to preYent microbial contamination of drug products purporting to be 
ste1ile do not include vnlidntion ofSteriJfaation Pi·ocess. 

Specifically, 

i. Media tills pe1fonned by your firm with each of the operalo1·s who "'Ork in the 
1$05 area do not closely simulate acn1al production conditions or cover worst 

case or most challenging conditions. ihe llledia lill your firm pel'forms has the 

operator filling 5 ml of media in three (3) test syringes and three (3) rest vials. I 
n routi11e produclion, yom· fil'm fills various size vials (2ml-10ml) as well as 
syringes and batch sizes up to 300 units. 

For example, on 8/22/16, your firm produced and dispensed 400- 3cc syringes containing !ml of 
Hyaluroniase 150U/ml Injectable preservative fi·ee (Lot# 50449:00) wilh a Beyond Use Date (BU 
D) of I 1/10/2016_ 

ii. Your firrn has not validated the sterilization process for any of the drug products that you 
prepare_ 

For example, 

I. Your firm prepares Triamcinolone acetonide i11jectable and 
Med1·oxyprogeslerone acetate suspension injectable and both 
are tenninally sterilized using your autoclaves. 

2. Your firm prepares Nandrolone deconate injectable, Estradiol vnlernte Injectable 
and Tes1osterone cypionate Injectable, which are all te1·mioally sterilized using 
your dry heat ~>ven. 

Additionally 

You do not consistently document the dry heal oven log for 

drug producls which have been sterilized using the dry heat 

oven. The following drug products were not documented on 

the dry !teat oven log: 

i. Nandrolone Deconate in Oil 200mg/ml Injectable in l 0 mi vials, Lot 

49752:42, made on 7/l l/t6 

ii. Nandrolone Deconate in Oil 200mg/ml Injectable in I 0 ml vials, Lot 
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iii. Testosterone Cypionate in Sesame Oil 200mg/ml Injectable in lOml viaJ, 

Lot 50379:00, made on 8/16/16 

W1·itten procedures for bubble point testing have not been es1ablished. Your firm uses 0.22 
micron filters to filtel' sterilize drug products prepared from non-sterile drug substances in the ISO 
5 laminar flow hood. Your firm conducts bubble poinl testing using n bubble point gauge. 

On 9/23/ 16 I observed a slei·ility failure on Day 14of Lidocai11e/Sodium Bicarbonale Injectable 
(Lot# 50699:00); batch size of 505 syringes (0.5ml in 3ml syringes). This was a drug product 
prepared from sterile drug substances, firte1· sterilized and dispensed for office use. 

Response to Obsen·Rtion 1: 

As a Seclion 503A comp0\111ding ph11rmacy, OPS is compliant with its regulato1y requirements 
unde1· the authority of the Texas Board of Pharmacy and operates in full compliance with Texas 
state law including USP <797> guidauce. 

A. A new method of media validation will be implemented within the nexr 6 months, and it 
will include the following: 

Medium Risk- in addition to our standard prntocol each operator witl be required 
to fill the fallowing: 
I 00 syringes each with 0.5ml 
10 x 2 cc vials, 
5 x lOcc vials 
Ix 30cc vial 

In addition, GPS will review the SOP 9.110 Sterile Compounding Process Validation -
Media Fill within 30 days and the next Media fill Tests Schedule for March 2017 will include 
lhe new procedure. 

B. As a Secrion S03A compounding pharmacy, GPS is fhlly compliant with its regulatory 
requiremenrs under the authority of the Texas Board of Pha1·macy and operates in full 
compliallce with Texas state law including VSP<797>by ensuring lha1 each auloctave 
cycle includes a biological indicato1-, which is tested and monitored for decontamination 
and using temperature sensing devices. Howevel', due to our continued commitment lo 
patient safety, the following will be implemented: 

I. A sample of each of the producls that al'e steam sterilized via the Autoclave including 
Triamcinolone and Medroxyprogesterone products will be fui1her sent out for third party 
testing after slerilizalions to enstu'C that !he process of autoclaving is valid for each 
product. 
Target Date of Completion: 90 Days 
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2. A sample from each of the pl'Oducts that are subject to Dry Heat Sterilization including 
NandroJone, Bstradiol and Testoterone Jnjeclions will not be sent out for third party 
testi1lg ro e11sure that the p1•ocess of dry heat sterilizing is valid for each product. 

Target Date of Completion: 90 Days 

3. A monthly audit will be done to ensure that ull products that al'e terminally 
sterilized are documented on either the Alltoclave logs or the D1y Heat oven logs. 

Target Date of Implementation; December I si 2016 

C. Written Standard Operating Procedm·es (SOP 4.210 Use and Maintertance of the 
Millex/Sterivex Integrity Tester) will be completed, reviewed and implemented within 
JO days. 

Target Dale of Completion: 30 days 

Observation 2 
Each bRtch of drugs purpo1·ting to be ste1·ile is not labo1·atory tested to detem1ine 
co11fom1ance to such requirements: 

Specifically, your firm does not conduct finished producf testing for sterility on any of your 
terminally stel'ilized dmg products. All of your tenninally sterilized drug products are prepared 
from non-sterile b\1lk drug substances. Your finn has prepared and dispensed I 5 lots terminally 
sterilized lnjectable drng produc1s from 6/1/2016 to 9/9/2016. 

Response to Obsel'vation 2: 

The SOP 9.121 Finished Product Testing has been amended to ensure that all terminally sterilized 
products made in batches of 25 Ullits or more for individual si11gle-dose packages or in multiple 
dose vials for administration to multiple patients are tested for sterility. 

Obsen·Ation 3 
Aseptic processing areas are deOdeut regal'ding the system for cleRning An<l disinfecting the 
room to pro,Juce aseptic 

Specifically, 
D. Non-sterile disinfectants are routinely used by your employees during cleaning of aseptic 

processing areas, including the critical lSO 5 work area and ISO 7 areas including the 
clean room and ante room. Also, your lirm does not utilize a sporicidal agent in the ISO 5 
area. On 9/13/16, l observed the firan technicians disinfect the ISO 5 lamina1· flow hoods 
a11d ISO 7 clean room and ante room. The disinfectant used was non sterile disinfectant 
TexWipe TexQ, a qua1temary ammonium disinfectant. The firm milizes sterile 70% 
isopropyl alcohol as well as the following non sterile disinfectants on a rotational basis; 

I. Tex Wipe iexQ Disinfectant (Quarlernary Ammonium Disinfect.'lnt) (l)01Mterile) 



Nov. 11. 20 16 2:49PM No. 9273 p 8 

Guardian Pharmacy Services 
Response lo FDA Fatm 483 
Issued on October 21, 2016 

FEI No. 3012669715 
Page 7of13 

2. TewWipe BruClean TbC Disinfectant Cleane1· (Alternative to Bleach) (non-sterile) 

3. Hydrogen pero)(ide 3% USP (noo~sterile) 

Additionally, your fil"m has failed to utilize a sporicidal agent in your rotational schedule of 
disinf ecta11ts. 

E. Your firm uses 11011-steriJe wipes (CleanPro pC>Jycellulose, low pa11icle, highly absorbent 
wipes) when disinfecting ihe ISO S laminar flow hood and the ISO 5 chemical hood 
where drug products are prepared. 

Response to Observation 3: 

D. As a Section 50JA compounding pharmacy, GPS is fully compliant with its regulatory 
reqllirements under the authority of the Texas Board of Pharmacy and operates in full 
compliance with Texas shlte lnw including USP<797>. USP<797> Appendix states, 

"C/e,111i11g and disi11fecti11g sh(ll/ occllr before co111po1111d;11g is pe1fon11e<l. /fems shall be 
removed .from all areas to be clea11ed, and surfaces shall be tltw11ed by re11101•;11g loose 
material residue from spills e.g. waler soluble res;dues are rcm1awd with Sterile W<1ter 
(for i11jeclio11 or Irrigation) cmd low shedding wipes. This shall be fof /owr:d by wip;11g 
with Cl residue free dMnfec/i11g e1ge111, such as Sterile 70% IPA, which i.s allowed 10 dry 
b~fore compou11di11g begins " 

While USP <797> Appendix II provides information on wbat disinfectants CAN be used fo.­
cleaning and disinfecting the aseptic areas, there is no stipulation that such disinfect~nts be 
sterile. We currently ensure that all disinfectant cleaning is followed by sterile 70% lsopropyl 
alcohol on all work surfaces (e.g. counter end Primary Engineering Controls) as 
recommended by the ASHP best practices and USP<797> Appendix II given that there is no 
regulato1y mandate_ · 

Appendix II does llUI 1·eq11ire the use of a. sporicidal disinfectant in the cleaning rotation. 
Regarding the use of sporicidnl agents, USP Chapter < l 072> states that 

'"It is p11rdent to aitgment the dai~v me of b<tclerkidtrl disiefecta/rl wiflr week!), (or 
mo111'1/y) use Qf sporicidal agenr" 

Therefore, as of Octobel' 17, 2016 a sporicidal agent (Tex~Cide TX 690) has been added to 
lhe rotational schedule of disinfectants 

E. GPS is compliant with its regulatory requirements under the authority of the 
USP<797>which stQtes 

"All cfem1i11g ~nalel"ials such a~· w;pers. sponges and mops sh"ll M 11011 shedding, prefembly 
composed of synthetic fibers and dedicated to use in !he buffer or Clean are(f, ante Area mid 
segregated compo11ndi11g aret1s s/mll 1101 be rem<wed from these except for disp(ISUI" 
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USP<797> Appendix l, Section Cleaning and Disinfecting the Compounding Area 

However, as GPS is committed to continued quality improvements, we will take this under 
advisement and will consider the incorpoiation of sterile wipes in the aseptic a1'Ca and while 
operating in an IS05 environment. 

TRrget date of Completioll: 30 days 

Obse11'ation 4 
Aseptic p1-ocepiug m·eas 1we deficient regal·ding the syste1u for rnonitol"ing en11ironmentnl 
conditions 

Specifically, Your environmental and personnel monitoring program is deficient in that your 
firm does not conduct air or surface sampling for viable or non-viable, particles during the 
aseptic operation of eve1y batch or at least once per production day in which drng product(s). 
intended to be slcrile are aseptically processed in your ISO 5 hood. Personnel monitoring of the 
operator's gloves has not been pea-formed post aseplic processing of every batch or prior to exiting 
lhe Cfean room. According to your Standard Operating Procedures (SOP), entilled Environmental 
Monitoring of the Clean Room Facility, Version LO, dared 04/12/16 and Pharmacist~ln-Charge 
(PrC): 

1. Personnel touch plates are conducted every two (2) weeks upon completion of sterile 
compounding and prior to cleaning 

2. Sul'face sampling in the ISO 5 area are performed every two (2) weeks upon completion 
of sterile compounding and prior to cleaning 

3. Viable and non viable air sampling are performed every 3 months during the clean rcom 
certificafion by third par[y vendor 

During the previous six (6) month review of your environmental monitoring pl'Ognnn, the 
personnel touch plate was performed on the follo\vi1lg dates: 

April May June 

513 
4/29 5/27 ___ 7""'-/-'-19 _______ • • . 

Additio11ally, the firm has not conducted monitoring every two weeks according to their SOP and 
the1·e is no documented investigation, testing, document review or root cause identified for this 
de fie iency. 

Fmm 6/1/16 thro\1gh 9/12/16 you have prepared approximately 478 sterile drug products from 
non- sterile bulk and have prepared sterile drug products approximately 74 total days. 
Rcsnonse to Obscn'ation 4: 

As a Section 503A compounding pha1·macy, GPS is folly complia11t with ilS regulatory 
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requirements under the authority of rhe Texas Board of Phannacy and operates in full compliance 
with Texas state law including USP<797;:.. Per USP <797"> Air and sutface sampling shall be 
conducted eve1)' 6 months. 

·'E1111iro11111emal Sampling shcill occw· as pm·t of a comprehenVi\ie quality management 
program tmd shall occur mi11imally under Ille followi11g co11ditio11s: 

• 
• 
• 

As pt1rt of the comm;ssio11i11g and certificaH011 ofnewfacmties and equfpment 
Followi11g alt)' J·ervice of fiw;/ities mu! equipme~tf 
As pm·/ qf llte recertifrcalfo,, of facilities and equipment (i.e el'ery16 1110111'1~~ ' ' 

USP <797> Page 34 Section Viable and Non Viable Environmental Sampling (ES) Testing 

"Surface .wmpling .~·half be per.formed;,, ((f / ISO cla.t.\'ifled areas 011 a periodic basis'' 
USP<797> Page 47 Section: Surface Cleaning nnd disinfection sampling and assessment" 

GPS has exceeded this request by ensuring the nir sampling is done by a third part)• contractor 
every 3 months as indicated within d1e records. Surface sampling is additionally done at least 
monthly. 

USP<797> Appendix I States: 
"Air Samp/i11g shall be pe1formed at /e(1.~t semi --<111111tally (;.e. eve1)1 6 mo11rh9, "-''pan of1he 
re-ce1'f;ficariou of fac;/ities aud equipment for area where prim'flJ> engineering co11trols are 
located" 

Neither Section 503A nor USP <797> requires that the daily Personnel Monitoring of the 
operators gloves occur post aseptic processing of eiich batch. 

These observations appear to rely on cGMP standards, which do not apply fo 503A pharmacies. 
However, OPS has made the following changes to its processes: 

l. The Environmental Monitoring of the Clean Room SOP 3.030 has been amended to state 
that Personnel Touch Plate monitoring will be do1le at least once a month upon 
completion of compounding a prior to cleaning. 

2. The Environmental Moniro.-l11g of the Clean Room SOP 3.030 has been amended to state 
Suaface Sampling in the ISO Class 5 area will be done at least once a month upon 
completion of compounding a prior to cleaning. 

3. Our Records show that as of September 2015 Viable and non viable air sampling have 
been conducted every 3 months. 

These changes to process ate still above the recommended frequency of every 6 months per USP 
<797>. 

Observation 5 
Tbel'e is A failure to thoi·ougbly i·eview any unexpJained discrepaucy whether or not the 
batch has been already distributed 
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a. On 05/27/16, a surface sample collected from the top shelf of the Glove cart located in 
the ISO 7 clean 1·oom had 9 colony forming units (CFUs). The finn's action limit for ISO 
7 is 5 CFUs/plate. 

b. On 5/ 16/16, a surface sample collected at the sink located in the ISO 8 ante room had 
over 100 CFUs. The firm's action limit for ISO 8 is 20 Cf'Us/phite. 

Additionally, the firm's SOP 3.030, Environmental Monitoring of the Clean Room 
Facility, version 1.0 states in section 9.10.3'. "ifan excursion occurs above an action level, 
the Pharmacist-In-Charge or Quality Control Officer must be notified and an 
iiwestigation and correction action should occur." No investigation or con-ective aclions 
wel'e documented for these excursions. 

c. Your finn does not consistently document lhftt bubble point testing has been cooducted 
on drug products. Your firm produced and dispensed the following drug products and 
failed to document on your Quality Cont1·ol Dala Sheet, that bubble point testing was 
conducted. 

I. Hyaluronidase I SOU/ml Injectable Preservative Free in 3cc syringes, Lot 
50449'.00, made on 8/19/16 

2. Mitomycin 40mw60ml solution Injectable in a 60ml syringe, Lot 50592:00, 
made on 8/30/l 6 

:3. Morphine !mg/ml Jnjec1able, Lot 49488; 14, made on 6/23/16 

There was no documented investigation or corrective actions were documented for these 
excursions. 

d. On 05/03/16, Doxycycline 200mg stock solution (Lot 48541) was prepei·ed and did not 
pass IJ1e endoloxin testing. No documented investigation or corrective actions were 
documenled for this excursion. Fmthermoro, your SOP 8.010, Sterilizalion and 
Depyrogenation, version I .0 fails to address necessary steps to take in case of an 
endotoxin failure. 

Respo11se to Obse1-va1ion 5: 

A. SOP 3 .030 Envirnnmencal Monitoring of the Clean Room Facility has beeo amended to 
ensure that all EM Data sheets are reviewed and signed off by the Pharmacist Jn Charge 
or the Quality Control Manager prior to being filed away 10 ensure that any discrepancies 
are docmnented. This will be implemented as of December I" 2016 

B. Within JO days, the phnrmacy staff will be retrained and seclion 9. I 0.3 wilt be reinforced 
to ensure that any excursions above the action level ate escalated co the Phannacist in 
Charge or Quality Control officer as stated in the SOP. 

C. l111111ediately effective, The Qt1ality Control Data Sheet shall be completed before a 
product is released for dispensing. The stafT shall be retrained on the completion of the 
Quality Control Data Sheet within the next JO days. A bubble point result shall 
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accomp~ny till pa·oducts that are filrer sterilized per the SOP on good documenration. If 
one is not nvailable d1e checking pharmacist SHALL document why and indicate if 
further action is required. As of December 111 2016. An audit will be conducted monthly 
of a sampling of 5% of the total lots made the previous 1nonth have Quality Control Data 
Sheets are completed. 

With Immediate effect SOP 9.123 Endotoxin Testing of Sterile Compounded Pmducts has been 
edited to ensure that the Pharmacist in Charge or Quality Cantt·ot Manager has been notiried of 
any failm·es. The products should be qt1amntined pending an investigalion or fm1her testing. As of 
December I si 2016 the Phormacist in Charge or the Quality Control Manager shall conduct a 
monthly audit lo ensure any failures are documented and investigated 

Observation 6 
Eq1lipment used in the manufacture, processing, packaging or holding of drug p1·oducts is 
not of appropl'late design to facilitate ope1·fttlolls for it• cleaning and m11in1enance. 

Specifically, 

Your Nuaire laminar flow hood, (Model 301-630, Serial Number 4246) has a stainless steel table 
supported by particle board which is difficult to clean and disinfect. 

Response to Observation 6 

Within 6 months the Nuaire Laminar flow hood (Model 301-630, Serial Number 4246) shall be 
modified to ensure compliance. 

Target Date of completion 180 Days 

Observation 7 
The building •ac'ks adequate space fo1· the onlerly placement of equipment and matetials to 
prevent mix-ups between cll'Ug produd!J and Co prevent contamination. 

Specifically. 

Your firm prepares a hazardous cytotoxic dn1g producl, Mitomycin in I ml syringes, in the 
positive pressure JS07 clean room along with other non hau11'dous products. Your firm has 
prepared and dispensed t 6 lots (2Sunils or less each) of this product since June 2016. 

Res!)onse to Observation 7: 

As a Section SOJA compounding phamrncy, OPS is fully compliant with its regulatory 
requirements under rhe authority of the Texas Board of Pharmacy and operates in full co111pli11nce 
with Texas stale law including USP<797> which states, 

In facilities that prepare t1 low volmue of Hazardous DrllgS, the use of two liers af 
contai11me111 (e.g. a CSTD withi11 a BSC ar CACI /h(lf is located ill <1 mm 11egaUwt 
pressure room) is acceptable. USP<797> Page 20 Section: Hazardous drugs as CSPS 
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Given the low volume of Milomyoin drug pl'oduction as well as use of the Chemo·Bloc CSTD in 
the BSC 

USP <800>, which goes in effect in July I st 20 I 8, requires thal hazardous substances be 
compounded in a negative pressure room. The pha1macy will ensure that il is compliant with USP 
800 at least JO days before it goes into effect. 

Observation 8 
P.-ocedm-es describing the handling or written and Oral complaints l-elnted to drng 
products are deficiently written. 

Specifically, Your complaint investigations are not followed as described in you1- SOP Number 
5.030, Complaint/Grievances and Adverse Reactio11s, version 2.0, effective date; 05/01/2013, 
tmder section 9.7, which states "The PIC, or designee, sJ1ould identify and document tbe specific 
facts involving the complaint." Your fim11s PIC stated the firm has not documented complaints in 
the complaint log. 

Additionally, the fil'm's stel'ile supervisor Slaled the firm has received a11proxhnately six (6) 
customer complaints involving the elastomeric eclipse pump between January 2016 and May 
2016. There is no documented investigation, testing, document review or root cause identified for 
this deficiency. 

Furthermore, your complaiot pl'ocedores do not include directions for defining an adverse event 
and the actions that tile firm needs to take regarding the following complaints filed with Halyard 
Health, the mamifacturer of the elastomel'lc pump utilized by your firm. 

In !lddition to not defining adverse events, you are not reporting them to the Food and Drug 
Administration and your firm failed to report these defective product issues. 

Furthermore, An adverse event was reported by the consumer to the FDA on 05127/16, regarding 
drug product, Ceftriaxone 2 gram in 50ml of 0.9% NaCl (Lot # 48058:42), prepared by your 
finn in an eclipse pump 50150. This adverse event was known by your firm. 

Response to Observation 8: 

All customer complaints shall be documented. ln addition, a staff pharmacist shall conduct a 
meeti11g weekly to 1-eview complaints from the previous week and ensul'e that the complaints are 
dooumented. 

There is not n mandatory federal requirement for Section SOJA pharmacies 10 report adverse 
events to the FDA. Pharmaceurical Ma1mfacturers and most recently 50JB Outsourcing Facilities 
are required to report ndve1·se events_ 

lJ.S. Code 21 Section 3 l0.305 requires that lllt1nufac1ure1'S, packers, and distributors of marketed 
prescription drugs that are not the subject of an approved new drug application or an abbreviated 
new drug application to report to FDA all adverse events through the Medwatch progl'am.3 In 
addition., Section S03B(b)(5) added this requirement for Sect6ion 5038 Outsourcing Facilities 

1 21 CFR3 l0.305 
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and ti1is requirement was reirernted in the most recently released Final Guidance, Adverse El'e111 
Reporti11g for 011tsourc;1rg F{'(ciUties Under Section 503B of the Federnl Food, Drug, amf 
Cosmenc Act, stating that all outsourcing facilities "must submit adverse evenr reports to FDA 'in 
accordance wilh the content and form11t 1·equirements established through guidance ore regulation 
under section 310.305 of title 21, Code of Federal Regula1ions (or 1uiy successor regulations).'.J 
s 

However, in order to provide the best care to patients, BPS' S1andnrd Operating Procedure 5.030 
Compliant Handling has been edited to include a definition of an Adverse Event and all ad,•erse 
events will be investigated atld documented 
*DATES OF INSPECTION 
9/12/20 I 6(Mon), 9/IJ/20t6(Tue ), 9114/20 1 6(Wed), 9/1 S/20l6(Thu), 9/1 6/20l6(fri), 
9119/20 l 6(Mon), 9/2 J/20 I 6(Wed), 9/23/20 16(Fri), 9/28/20 I 6(Wed), I 0/03/20 J6(Mon), 
I0/07/2016(Fri), 10/J J/2016(Tue), l0/12/2016(Wed), I0/21/2016(Fri) 

~ Adverse Event Reporting for Oufso•ircing Facilities Undet Section $038 of lhe Federal Food, Dn1&, and 
Cosmetic Act Guidnrtce for Industry, October 201.S. 
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