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4040 N. Central Expressway, #300 
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Industry Information: www.fda.gov/oc/indu.stry 

TO: Tamara G. Mitchell, Co-Owner 
FIRM NAME 

Diamond Phannacy, LLC 
CITY, STATE AND ZIP CODE 

Houston, TX 77057 

DATE(S) OF INSPECTION 

05/5-8 & 12-15/ 15 

FEJ NUMBER 

301 1501377 

STREET ADDRESS 

2900 Hillcroft St., Suite B 
TYPE OF EST-'BLISHMENT INSPECTED 

Producer of non-sterile drug products 

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE($) OURING THE INSPECTION OF YO~ FACILITY. THEY ARE INSPECTIONAl 

OBSERVATIONS; AND 00 NOT ~ENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPUANCE. IF YOU HAVE AN OB.ECTION REGARDING AN 

OOSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO ..Pl.EMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION. YOU MAY DISCUSS THE 

OBJECTION OR ACTION IMTH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THI S INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 

YOU HAVE ANY QUESTIONS, PlEASE CONTACT FDA AT THE PHONE NUMBER ANO ADDRESS ABOVE . 


DURING AN INSPECTION OF YOUR FIRM (I) ~ OBSERVED: 

The following observations pertain to the preparation ofall drug products including Combination Cream, Joint 
Compound Cream, Anti-Inflammatory Cream, Musculoskeletal Compound Cream, Neuro Pain Compound Cream, 
Eczema Cream and Anti-Fungal Cream. 

OBSERVATION l : 

Batch production and control records are not prepared for each batch of drug product produced and do not include 
complete information relating to the production and control ofeach batch. 

Specifically, 

a) Formula Worksheets (batch records) for each drug product prepared by your finn are deficient. Deficiencies 
include the following. 

i. Formula Worksheets are not created and prepared at the time that a drug product is made. All drug products are 
prepared first and then a Formula Worksheet is created for each order. On 5/5/15, there were several products on 
the counter in the area where drug products are prepared that had been made and packaged but for which there is 
no Formula Worksheet. These include tmBI) gram bottles ofCombination Cream and 1111 gram bottles of 
Eczema Cream. 

ii. Your Formula W orksheets do not reflect the actual process ofpreparing each drug product. For example, for 
the preparation of the Combination Cream product, a separate Formula Worksheet with a unique lot number is 
generated for each individual order. A typical batch size is . WJIUl Your practice is to weigh out and [IDJUI 
-raw materials/ingredients for each individual order along with the (b)(4) -- You then 
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2900 Hillcroft St., Suite B 
TYPE OF ESTABUSHMENT INSPECTED 

Producer ofnon-sterile drug products 

for each individual order. All raw materials fo~·GJIIJ) 
·~utaWorksheets 

are IGJIU] and ifthere are different lot 
.............., and excipients) used that may be 

iii. Your Pharmacist-In-Charge (PIC) stated that each batch made for an order is prepared using the batch size in 
the sheets she refers to while preparing the product and not from the actual Fonnu]a Worksheet for that specific 
lot. For example, a standard batch size for the Combination Cream and Musculoskeletal Compound Cream is . 

Formula Worksheets have been created for.liD-batches, however, the actual amount 
lnr.f'n~rPI1 was.mDJl Examples include lot #s: 

OFRCE ADDRESS AND PI-lOtE NUMBER 

4040 N. Central Expressway, #300 
Dallas, TX 75204 
214-253-5200 

3011501377 

• 01-08-2015@ 13 ofCombination Cream), 
• 01-09-2015@9 ofCombination Cream), 
• 02-10-2015@ 12 ofMuscuJoskeletal Compound Cream), 
• 02-10-2015@25 ofCombination Cream), 
• 03-18-2015@6 ofCombination Cream), 
• 03-18-2015@13 ofMusculoskeletaJ CompoWld Cream), 
• 03-18-2015@2 ofCombination Cream) and 
• 03-18-2015@l2 ofMusculoskeletaJ Compound Cream) . 

iv. There is no verification made ofthe actual lot numbers ofeach active pharmaceutical ingredient (API) and 
excipient used in the preparation ofa batch. For example, in the Fonnula Worksheet for lot #12-29-2014@28 of 
Combination Cream, the lot number for the Ketamine HCI USP used is listed ~ This is not a correct 
lot number for this API. This is a lot number for In the Formula Worksheet for lot 

12-16-2014@23 ofCombination Cream, the lot number for the Ketamine HCI USP used is listed as·~ 

is an incorrect lot number for this API. This is a lot number for Cyclobenzaprine HCl USP. 


v. Your fum does not identify in the Formula Worksheet the actual scale/balance and-· used in the 
preparation ofdrug products. Your flrm has••-~ but serial number unable to be 
determined) an<88••(no serial numbers) scales and[ Ill that can be used. 
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STREETA~SS 
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Houston, TX 77057 

TYPE OF ESTABLISHMENT INSPECTED 

Producer of non-sterile drug products 

containers ofNeuro Pain Compound Cream,-containers ofAnti-Inflammatory 
Cream, contamer ofAlt. Joint Cream, [G>UJI 
mm

containers ofMusculoskeletal Compound Cream, and 
gram containers ofCombination Cream in totes on the shelf above the area where drug products are 

prepared. The containers did not have any lot numbers to identify when they were made and were labeled as 
samples. Your finn did not have any Formula Worksheets to show when these drug products were prepared. 
Your fll1l1 has documentation ofat least two shipments ofsamples on 8/27/14 and 9/29/ 14 toll
Your Pharmacy Technician/Office Manager also stated that these containers labeled as samples are 

I-.
being 

distributed. 

OBSERVATION #2: 

Records fail to include an individual inventory record ofeach component and the reconciliation of the use of each 
component with sufficient infonnation to allow determination ofany associated batch or lot ofdrug product. 

Specifically, 

a) Your finn does not maintain accurate inventory records ofeach lot ofeach active pharmaceutical ingredient 
(API) and excipient received and used to make drug products. For example, 

i. Your firm has documentation to show that of lot QJM ofKetamine HCJ USP was received 
from your supplier in 3 shipments received on Information from the. software 
program shows that this lot was used to make Compound Cream, 111 lots of 
Combination Cream,. lots ofJoint • Cream, and. lots ofNeuro Pain Compound Cream. The total 
amount ofKetamine HCl USP that would be used for these-lots is IJIIl Your finn has none of this 
lot in inventory and cannot account for the use of the additional  this lot. 

ii. Your firm has documentation to show that~ ODDJl oflot~ ofKetamine HCI USP was received 
from your supplier on 11126/14. Information from the. software program shows that this lot was used to make 
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.lots ofMusculoskeletal Compound Cream,.lots ofCombination Cream, .lots ofJoint Compound Cream, 
and.lots ofNeuro Pain Compound Cream. The total amount ofKetamine HCI USP that would be used for 
these.lots is-ODJD). 

iii. Your firm has documentation to show that ..ODID) oflot--ofKetamine HCJ USP was received 
from your supplier on 12/29/14. There is none ofthis lot in inventory and your firm has no documentation 
showing the use ofthis lot ofKetamine HCl USP. 

b) Your fmn has documentation showing that  ODID) ofall loiS ofKetamine HCI USP were received by 
your finn from February 2014 to April2015. Information from the. software program regarding all lots and 
amounts ofKetamine HCI USP used in all drug products made from 3/6114 through 5/5/15 shows that 
- ODDJl ofKetamine HCI USP were used. Subtracting what is currently in inventory ), 
your finn cannot account for approximately-ODID) ofKetamine HCI USP. 

l(b ) (4 ) 

OBSERVATION #3: 

Control procedures are not established which monitor the output ofthose manufacturing processes that may be 
responsible for causing variability in the characteristics of in-process material and the drug product. 

Specifically, your firm has no in-process control procedures to ensure that each drug product made by your fmn is 
adequately mixed. You do not test in-process blend samples for adequacy ofmixing to ensure unifonnity and 
homogeneity ofall Jots ofdrug products prepared. 

OBSERVATION #4: 

Batch production and control records do not include the identification of the persons perfonning and checking 
each significant step in the operation, for each batch ofdrug product produced. 
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Specifically, your finn does not have a unique usemame and password for each person who logs in and enters 
infonnation into the. Software system regarding the preparation ofa batch/lot ofdrug product. Your 
Phannacist-in-Charge (PIC) stated that she does not enter information into the computer system however, all 
entries in the Formula Worksheets for each batch prepared are identified as having been performed by the PIC. A 
Phannacy Technician creates the Fonnula Worksheet for each batch ofdrug product after it is prepared. 

OBSERVATION #5: 

Actual yield and percentages oftheoretical yield are not determined at the conclusion ofeach appropriate phase of 
processing, packaging and holding of the drug product 

Specifically, 

For example, 

a) Lot #08-08-2014@1 ofCombination Cream was made on 8/8/14. The Formula Worksheet indicates that. 
-were made but your records show only ·-swere distributed . There is no documentation ofhow the 
other. Dill] were packaged or the disposition ofthis product. 

b) Lot #09-10-2014@1 ofCombination Cream was made on 9/10/14. The Formula Worksheet indicates that. 
-swere made but your records show only .[GJDI) were distributed. There is no documentation ofhow the 
other. [GJDil were packaged or the disposition of this product. 

c) Lot #09-30-2014@16 ofCombination Cream was made on 9/30/14. The Formula Worksheet indicates tha
~ere made but your records show only j.Dill] were distributed. There is no documentation of how the 
other • Dill] was packaged or the disposition of this product 

d) Lot #01-06-2015@57 ofCombination Cream was made on 1/6/ 15. The Formula Worksheet shows tha
- were made but your records show only 1[GJDI) were distributed. There is no documentation ofhow the 
other.-swere packaged or the disposition of this product. 
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2900 Hillcroft St, Suite B 
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Houston, TX 77057 

TYPE OF ESTASUSHNENTINSPECTED 

Producer ofnon-sterile drug products 

e) Your PIC stated that periodically she may have to discard drug product that is not (b ) ( 4 ) 

• ---~- She said that this primarily can happen with the Combination 
Cream. There is no documentation of this happening or ofthe amount ofproduct that is discarded. Your PIC 
stated that she may have discarded product 1-2 times in April2015 . 

OBSERVATION #6: 

Batch production and control records do not include the weights and measures ofcomponents used in the course 
ofprocessing each batch ofdrug product produced. 

Specifically, Fonnula Worksheets for each lot ofdrug product made are created by your finn after the drug 
product has already been prepared. The actual weight ofeach component used is not documented. 

OBSERVATION #7: 

Distribution records do not contain the name and strength of the drug product. description ofdosage fonn, date 
and quantity shipped, and lot or control number ofdrug product 

Specifically, 

a) Your firm has documentation ofat least two shipments on 8/27/14 and 9129/14 to--.ofsamples. 
Your finn has no documentation to show what products or lot numbers were included in these shipments or the 
quantity ofproduct sent 

b) Your firm has documentation ofthe shipment o--ofCombination Cream (Rx on 12/9/14 to 
a customer in--~~ Your finn has no documentation of the lot number that was ;,JUIIJI-A-" and no copy 
ofthe Fonnula Worksheet showing the preparation ofthe lot sent. 
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OBSERVATION #8: 

OATE(S) OF INSPECTION 

05/5-8 & 12-15/15 

FEINIJt.!BER 

301 1501377 

STREET ADOfU:SS 

2900 Hillcroft St., Suite B 
TYPE OF ESTA8USHMENT INSPECTED 

Producer of non-steri le drug products 

Drug products do not bear an expiration date determined by appropriate stability data to assure they meet 
applicable standards of identity, strength, quality and purity at the time ofuse. 

Specifically, drug products made and distributed by your finn do not have an expiration date or beyond-use-date 
(BUD) on product label. 

OBSERVATION #9: 

There is no written testing program des igned to assess the stability characteristics ofdrug products. 

Specifically, your finn does not have a written stability testing program to detennine Beyond Use Dates (BUD) to 
be placed on your drug products. Your fum is not placing a BUD on your drug products, however, the Formula 
Worksheets prepared for each drug product indicate that the BUD is 30 days from the date ofpreparation. 

OBSERVATION # 10: 

Routine calibration ofautomatic, mechanical, and electronic equipment is not perfonned according to a written 
program designed to assure proper perfonnance. 

Specifically, your finn has no documentation to show that thfGJUII 
number unable to be determined} andr-. (no serial numbers) 

--serial 
used to weigh raw materials, 

including APis, have been calibrated. 
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Houston, TX 77057 Producer ofnon-sterile drug products 

OBSERVATION#ll : 

Procedures describing the handling ofall written and oral complaints regarding a drug product are not established. 

Specifically. your finn has no written procedure for the documentation and handling of complaints that are 
received. Your finn has docwnentatioo received in January 2015 from the ChiefMedical Examiner's office in 
Harris County requesting infonnation about all ingredients and concentrations for the Combination Cream and any 
additional prescriptions filled at the phannacy as part ofan investigation into the death of a patient who was 
shipped medication by your finn. There is no documentation ofan investigation being perfonned or 
documentation ofa review to determine ifthis was a serious or unexpected adverse drug experience that needed to 
be reported to FDA. 

OBSERVATION # 12: 

Written procedures are not established for the cleaning and maintenance ofequipment, including utensils, used in 
the manufacture, processing, packing or holding ofa drug product. 

Specifically, your finn has no written procedures for the cleaning ofequipment used to make drug products 
including scoops, spatulas and bowls. Your PIC stated that equipment istmBD. • 
··----Your fliiD has not validated this cleaning 
method to ensure that equipment is clean and that there is no cross contamination or canyover of drug product 
from one batch to the next. 
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