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6th Floor 

CITY. STATE. ZIP CODE. COUNTRY 
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This document lists observations made by the FDA representative{ s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detenuination regarding yom compliance. Ifyou have an objection regarding an 
observation, or have implemented, or plan to implement, con·ective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) dw1ng the inspection or submit d1is information to FDA at the address above. Ifyou have any 
questions, please contact FDA at d1e phone muuber and address above. 

DURING AN INS P ECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Procedmes designed to prevent microbiological contamination of dmg products pmpmting to be sterile are not established 
and written. 

Specifically, 

Your fum recovers and processes adipose tissue (lipo aspirate) from autologous donors. The manufacturing ofthe Stromal 
Vascular Fraction including the Ultrasonic Cavitation is perfotmed in the Laminar Flow Hood. The Stromal Vascular fraction 
is then injected to the patients intravenously or into other locations on their body such as lips, cheeks, knees, scalp and /or 
buttocks. 

• You failed to validate and doctunent yom aseptic manufactming process and establish operating procedmes to prevent 
microbiological conta:lllination of the Stromal Vascular Fraction. 

• From August 2010 to November 2011, the Laminar Flow Hood tnicrobiological swabbing was perfonned ><4 , in June 
2011 . There were more than t6ff• Autologous Stromal Vascular Fraction manufacturing procedmes perfonned fi:om 
August 2010 to November 2011 . 

OBSERVATION 2 

Each batch of dmg product required to be free of objectionable tnicroorganisms is not tested through appropriate laboratory 
testing. 

Specifically, 

The Stromal Vascular fraction manufactW'ed at yom fum is injected to the patients intl·avenously or into other locations on 
their body such as lips, che.eks, knees, scalp and /or buttocks. 
Your finn failed to perfonn sterility testing on StJ·omal Vascular Fraction for more thanlti11 Autologous Stl·omal Vascular 
Fraction products manufactured from August 2010 to November 2011. 
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OBSERVATION 3 

There are no written procedures for production and process controls designed to assure that the dmg products have the 
identity, strength, quality, and purity they ptuport or are represented to possess. 

Spe-cifically, 

a) During the Stromal Vascular Fraction manufacturing process,!(D) (4 ) I solution is added to 
the SVF. Your procedure does not specify how this reagent is prepared and used. 

b) Yotll' firm manufactures a Stromal Vascular Fraction using Ultrasonic Cavitation. The stem cells are separated from 
adipose fat by[ Dl (4J J. However, there are no procedtll'es in place and no documentation maintained showing the 
validation and established working parameters for yom· Ultrasonic Processor. 

c) The adipose aspirate (fat) "resting" ti.tne, Ultrasonic Cavitation time and the probe used, centrifilgation time, and the 
amotmt ofl(_Dl ( 4 ) I solution added are not documented at the time of petfOimance for 1141 

procedures perfonned from August 2010 to November 2011. 

OBSERVATION 4 

Established test procedures and laboratory control me.chanisms are not followed and docmnented at the time ofperfonnance. 

Specifically, 

The adi~ose aspi.t·ate (fat} "resting" time, Ultrasonic Cavitation tm1e and the probe used, centrifugation time, the amotmt of 
fb) (4) =~ solution and[{E2J~) Jadded, and holdi.t1g ti.tne after addmgJ~).J

1are not documented at the tune of perfonnance for H4 procedtll'es perfonned from August 2010 to November 2011. 

OBSERVATION 5 

Deviations from written production and process control procedures are not justified. 

Specifically, 
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The following changes were made to the established procedure entitled "Ultrasonic Cavitation ofProcessing Stem Cells from 
Adipose Tissue": 

i) On 11108/ 11 , Ultrasonic Cavitation time was changed from 1ninutes t<lf1ninutes dming the Stromal Vascular Fraction 
(SVF) manufactming for patient' ­n6 . 

ii) A mm rod was used to manufacture SVF 0 4 , and!- mm rod was used to manufacture SVF for the same patient 
(procedure perfonned on 5/25/ 11). These SVFs were released and injected into the patient. 

However, these deviations were not allowed by your procedure and were not justified by the Quality Control Unit. 

OBSERVATION 6 

Laboratmy controls do not include the establishment of scientifically sotmd and appropriate specifications, standards, 
sampling plans, and test procedures designed to assure that components, dmg product containers, in-process materials, and 
dmg products confonn to appropriate standards of identity, strength, quality and purity. 

Specifically, 

m-orc•ce~;;s and release 
t. The SVF with 
0 to November 

b) A Stromal Vascular Fraction (b) ( 4) . However, there are no 
procedures in place and no documentation maintained showing the validation and established working parameters for your 
Flow Cytometer. 
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OBSERVATION 7 

Written procedmes are lacking which describe in sufficient detail the receipt, identification, storage, handling, sampling, 
testing, approval, and rejection of components. 

Specifically, 

Yom fum utilizes[D) (4) I solution to dilute Stem Cells during manufacturing of the Stromal 
Vascular Fraction. In addition, a Stromal Vascular Fraction manufactured is added to various amotmts o (b (4) I 
~~olution and intravenously injected into the patients. However, there is no procedure in place that 

:~ . storage, and handling of this component. There were >< Sn·omal Vascular Fractions 
manufactmed from August 201 0 to November 2 011. 

OBSERVATION 8 

The distinctive code for each lot of components and drug product containers is not used in recording the disposition of each 
lot. 

Specifically, 

Yom fum failed to record the lot numbers ofthe following components and supplies utilized in manufactming of the Stromal 
Vascular Fraction: ~~ (4) "~, syringes, 50mL centrifuge tubes and[(b ) ( 4J Units. These 
components and supphes were uhliZed for manufactme and used for 1141 patients from August 2010 to November 2011. 

OBSERVATION 9 

Procedures describing the handling of all written and oral complaints regarding a dmg product are not established, written, 
and followed. 

Specifically, 

The Stromal Vascular Fraction manufactmed at yow- fum is used to treat yow- autologous donors inn·avenously or through 
injections at various locations on the patient's body. These injections or procedmes are perfmmed by the physicians or by a 
dentist at yow- office. However, yow- fum did not establish any procedmes that describe a process of documenting and 
investigation of complaints relating to yom manufactured product. 
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OBSERVATION 10 

There is no quality controltmit. 

Specifically, 

Your finn failed to establish a Quality Control Unit and procedures applicable to the Quality Control Unit in order to approve 
or reject manufactw'ing components, dmg product containers, in-process materials, review production records, and to 
prevent, investigate and conect en·ors in manufacturing of the Stromal Vascular Fraction. 

OBSERVATION 11 

The control systelllS necessaty to prevent contamination or mix-ups are deficient. 

Specifically, 

The Medical Assistant state-d that the filter on the Laminar Flow Hood is periodically changed. However, there is no 
documented evidence ofthis activity. In addition, the temperature of the manufactw'ing/processing room is not monitored. 

OBSERVATION 12 

Records are not kept for the maintenance, cleaning, sanitizing, and inspection ofequipment. 

Specifically, 

a) The Ultrasonic Processor and a Centrifuge is used during the manufacture of the Stromal Vascular Fraction (SVF). 
However, the maintenance records for this manufacturing equipment are not documented and maintained by your fum. 

b) Your finn did not establish any cleaning and sanitizing procedw·es for the equipment and utensils used in manufacturing of 
Stromal Vascular Fraction. There are no documented records ofsterilizing of the equipment and utensils used in 
manufactw·ing. On 11108/11 and 11/09/ 11, the Medical Assistant could not provide the lot nwnber and the expiration date of 
the cleaning reagent she was using to clean the Laminar Flow Hood before and after SVF manufacttu·ing. 
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OBSERVATION 13 

Buildings used in the manufacturing and processing of a drug product are not maintained in a good state of repair. 

Specifically, 

Your manufacturing/processing area ceiling had three missing tiles exposing the building's ventilation system. The floor tiles 
had seams approximately half an inch wide preventing the floor from proper cleaning. 
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