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DEPARTl'tmNI' OFHEALTH AND Hl:JMAN SERVICES 

FOOD AND DRUG ADMJNISTRATION 


DIS'IRJCr ADORE$$ M 'OP!IQ,'If: NI.OJ.8ER 
 OATE(S) OF JNSn:«TIOII 

19701 Fairchild 07/25/2012 - 09/11/2012* 
FeiiiUM6ERIrvine, CA 92612 

(949) 608-2900 Fax:(949) 608-4417 3004804943 

Industry Information: www.fda.gov/oc/industry 

IIA'.IE 1\J~OTiltI!OF i)..'OMP\1/\LTO\\'tt'>M llEPORT !!;SVfO .. 
TO: Roger K. Williams, President 

Sp~<.:ificlllly, .rom fitnt {;l)fl~igas kit~ of spiual fL-.~tliurt syshmt~ •wd init:rbotly rtlsiuu t;evh:t~!; tu Surgical Sule:, 
 Represenl<tfive:4imleptmden! cuutr:u:turs. Upon implanlit(i('fl of lhwices, <lt'.ce~sories, ;mdior cOJuponents co\1tained in the$e 
 kil:>, replacements arc shipped to the indi!]>Cutlcnt conlmctor from your f<tcilil)' or directly !)·om your supplier lo rc·fil! the kit. 
 You b<we lie: 33tabli:;hcd a cmced:.~rc to docmm:nt tht stonu.'c m•d tiWnll prccvs;; of!dts with C\iiilp(lll01113 thiit' have h::(.:r, 
t:onsign~d to Surgical Sales. Representati\'cs!im!!:•p•.mdenl t:o~n·acmrs. F;.iher. there are no reccrds availcble documeniing. the:
 :) dntc \.:Oiiipui\::.nts Hrc pt<t into ld(s, :1) qmmlilv co;mm•ul m c«cll kit. q;,;antny ;.:;;;tnbuted, 4; <iCCcptam:c activitios 
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Spinal Solutions, LLC 26157 Jefferson Ave 
CI!Y, STI\TS,ZPCOilC, COUliTR'f 

Murrieta, CA 92562-9561 Medical Device Specification Developer 

This document lists observations made by the FDA represeutalive(s) during the'inspectio:n ofyour facility. They are inspectlonal 

observations, and do not represent a final Agency detennination regarding your compliance. Ifyou have an objection regarding an 

observation, or have implemented, or plan to implement, corrective action in response to au observation, you may discuss the objection or 

action with the FDA represeutative(s) during the inspection.or submit this infonnation to FDA ot the address above. Ifyou have any 

questions, please contact FDA at the phone number and address above. 


The observotfom noted in this Form FDA-483 are not an exhaustive listing ofobjectionable conditions. Under the law, your 

firm is respo11sible for conducting internal self-audits lo identifY and correct any and all violations ofthe quality system 

requirements. 


DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

.. .. 
OBSERVATION 1 

Procedures for design control have not been established. 

Specifically, you design and develop the Lancer Pedicle Screw System (Lancer), which has various indications for use 
includfug treatement ofsevere spondylolistheSis oflt5-S 1 vertebrae and immobili.zation aud stabilization ofspinal segments 

 •
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as an adjtmct to fusion. As such, you have not defined, documented, and implemented: 1) a design and development plan: 2)
 ~ d~;si~n h1~tory Iii~;?> dusit,rn inp~Hs; 4) design output; 5) df;'.si~rn n:vitlw; 6) desihrn v;;:rl.ficat~on; 7) design wli<!~~io~•.. 
me ·f ll •dll"•t.!l ., ·S .(, 11...'In.t' .J.,. ,.. ........... ,,... ""u"ll) G lee""'""' 1
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p_erfonned, 5) primary labels and labeling used, and 6) any identification numbers used for these kits and components. 

OBSERVATION 3 

Procedures to ensure that aU purchased or otl1erwise received product ati.d services conforin to·speclfie4 requirements have 
not been adeq,uately established . 

Specifically, your finn currently kits, sells, and distributes fini<:hecl medical devices, inc1uding spinal fixation system kits, 
components, interbody fusion devices, and instrUments, supplied to you by rfiL:nies-These devices are also sold for 
you by in,dependent contractors. Your existing agreements with Companies ' · dfland with independent contractors do 
ilot describe the responsibility ofeach party for qualityt'equirements, i.nlcuding complaints, Medical Device Reports, Device 
HiStory Records, Design 

with I 
History Files, labels/labeling, product design imd change.'!

. 
, where apptoptlate; There is no agreement 

inplace Companies · · 

OBSERVATION 4 

Procedures to control labeling activities have not been established. 

Specifically, your firm bas not defined, documented, and ilnple!Dented a procedure to address the provisions oflabeling, such 
as Instructions For Use, with finished spinal fixation sy~n device kits. For inStance, on 8/3/2012 
Companyfilkit was repacked and the DHR for this kit, __...... did not document or reference the labeling 
used for this kit. 
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Ob$eryation Annotations 

Observation 1: 
 

Promised to correct. 
 

Observation 2: 
 

Promised to correct. 

 
Observation 3: Promised to correct. Observation 4: Promised to .correct.

*DATES OF INSPECTION: 

07/25/20l2(Wed), 07131/2012(Tue), 08/03/2012(Fri), 08/09/2012(Thu), 08/15/2012(\Ved), 08/22/20l2(Wed), 09/1 l/2012(1'ue) 
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