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This document lists observations mads by the FDA representative(s) during the inspection of your facility. They are inspectional
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an
observation, or have implemented, or plan to implement, corrective action in response o an observation, you may discuss the objection or

action with the EDA representative(s) during the inspection or submit this information to FDA at the address above, I you have any
quesiions, please confact FDA at the phone number and address above.

The obsérvations noted in this Form FDA-483 are not an exhaustive listing of ebjectionable conditions. Under the Iaw, your

Jirm is responsible for conducting internal self-andits to identify and correct any and all violations of the quality system
requirements.

DURING AN INSPECTION CF YOUR FIRM WE OBSERVED;

OBSERVATION 1
Procedures for design confrol have not been established,

Specifically, you design and develop the Lancer Pedicle Serew System (Lancer), which has various indications for use
inciuding treatement of severe spondylolisthesis of 1.5-81 veriebrac and immobilization and stabilization of spinal segments
as an adjunct to fusion. As such, yon have not defined, documented, and implemented: 1) a design and development plan; 2)

a design history file; 3) design inpuis 4) desig output; 5) design review; 6) design verification; 7) design validation,
meluding rigk analyais: and ) desion tanefer, Further, ’he‘*a have buer no procedures established for the above activities o
for desizn change,

E

OHSERVATION ?
Provedares T devies history reconds Tsve 10t foen eshiblisded.

Specifivally, yow Burcoonsipss Kits of spinal fixation systens aud iniesbody fusion devives v Surgical Sufes
Replewnmiwsufmuencndun! contractors. Upon implantalion of deviees, accessories, and/or commponents cohtained in Hiese
kits, rc},laum*tma are shinped 1o the mdqmndmt contracior from vour fueility or dnectl* from your supphivr (o re-fill the kit
You have not astablished a i}n;ﬁbd\lra to document the sloragc and :h:llu: DIGTUEE O Lits with CompGIonts that have been
consigned {o Surgical Sales l{epiL‘.en{atwr":fmu-'pendenl contraciors, Further., theve are no records avaifable dm,wuentm& the:
’J aile bGuliJuu\nia are i}ll{ el :\no, )} {‘ﬁaﬂ!ii}‘ contamed i cach | |u|., .J) qudill?l] Qi lbllgﬁu, S OO f:uhu.,{} activitios

AIGE
l EMFLOYERSE) SIENATURE SR S B OATE 1sEUEG
POy W Bar g, Tinwe |;u,| Farg W% f‘-/
i 1L, »han F1w5rnnai‘r1
SEE REVERSE [ CE g RN RO ! s s I
> — n.’\! u- 1Y ke l“.‘l l-’JJ\ l!) L-J!.\HIULU'. J' A LF LWL
OF THIS PAGE i Huxoms P Yeaudint, lovar! §ga {‘I'
1

FUOIM FRA 451 {098) FELVIUS DITHON LUl e IsPECH IGNAL UBSERVA VIUNS ; PAGE 1 OF 3 PACLY



www.fda.gov/oc/industry

L

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTR ATION

19701 Fairchild - , 07/25/2012 ~ 09/11/2012*%
Irvine, CA 92612 ; T

(949) 608-2900 Fax:(949) 608-4417 3004884943

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

TTANIE ARD TITLE OF INDIVIDUAL TO W 0N SEPORT ISSUED
TO0: Roger K. Williams, President

FIRMHAME i STREET ADDRESS
Spinal Solutiens, LLC 26157 Jafferson RAve
{ GiTY, STAVE, ZP CODE, COUNTRY TTYPE ESTABLIGHAENT INSPECTED T
Murrleta, CAE 92562-9561 . .| Medical Device Specification Developer

performed, 5) primary labels and labeling used, and 6) any iﬂenﬁﬁcation numbers used for these kits and componenis,

OBSERVATION 3

Procedures to ensure that all purchased or otherwise received product and services conform to-specified requirements hava
not been adequately established.

Specifically, your firm currently kits, seils, and distributes finished medical devices, including spinal fixation system kits,
components, interbody fusion devices, and instruments, supplied to you by Companies [l These devices are aiso sold for
you by independent coniractors. Your existing agreements with Companies dffl and with independent contractors do
fot deseribe the responsibility of each party for quality requirements, inlcuding complamts Medical Device Reports, Device
History Records, Design Hjstory Files, labels/labeling, product désign and changes, where approptiate; There is no agreement
in place with Compames

OBSERVATION 4
Procedures fo control labeling activities have not been estabiished.
Specifically, your firm has not defined, documented, and implementied a procedure to address the provisions of labeling, such

as Instructions For Use, with finished spinal fixation systém and interbody fusion device kits. For instance, on 8/3/2012
Company [fikit was repacked and the DHR for this kit, d did not document or reference the labeling

used for this kit, "
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ENPLOYEE(S} SISHATURE DATEIGSUED |
Dedon M. Marris, Investigator W
SEE REVERSE Minh D. Phan, Investigator .
Sonya L. Karsik, Investigator @Q : /ﬁﬁﬂu’( ; 09/11/2012
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Obseryation Annotation_s'

Observation 1: Promised to correct. Observation 2 Promised to correct.
Observation 3: Promised to correct, Qbservation 4; Promised to correct,

* DATES OF INSPECTION: .
07/25/2012(Wed), 07/31/2012(Tus), 08/03/2012(Fri), 08/09/2012(Thu), 08/15/2012{ Wed), 08/22/2012(Wed), 09/11/2012(Tue)

: AMENDMENT 1
ENPLOYEE(S) SIGHATORE DATE 15SUED
Dedon N. Harris, Investigator
Minh D. Phan, Investigator
SEE REVERSE Sonya L. Karsik, Investigator 0971172012
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