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UNITED STATES DISTRICT COURT 
FOR T HE DISTRICT OF MINNESOTA 

UN ITED STKfES OF AM ERICA, 

Plaintiff. 

IEDTRONIC, INC .. a corporation, and 
S. 0 lAR ISi IRAK and THO l/\S t\ l. 
TEFFT, individ uals, 

Dcf c ndants. 

Case No.---------

CONSENT DECREE OF 
PERMANENT IN JUNCTION 

Plaintiff, the Uni ted Scares of America , by its undersigned attorneys, having filed a 

complaint fo r permane nt injunction agai nst !\kdtronic. Inc. ("J\ kdrronic"), a corporation, 

and S. Omar Ishrak and Thomas ~ J. Te fft, individuals (co llecti vely, " Defcndanrs"). and 

Defendants, havi ng appeared and havi ng consented tu en cry of this Decree without comest, 

without admicring or denying rhe allegations in the Complaint, and di sclaiming any liability 

in connection therewi th and before any testimony has been taken, and the United Scates 

ha ving consented to thi s Decree, 

IT IS I IE RE BY O RDERED. ADJUDG E D, AN O DECREED AS FOLLOWS: 

l. ' r'hi s Court has jurisdiction over rhc subject macccr of thi s acrion and has 

personal jurisdiction over all parries co rhis actio n. 
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2. The Complaint for Permanent Injunction states a cause of action against 

Defendants unde r the Federal r ood, Drug, and Cosmetic Act (the "Ac t"), 21 U.S. C. § 301 el. 

seq. 

3. The Com plaint alleges t hat Defendants violate the Act, 21 U.S.C. § 331(a), by 

introducing or c.lclivering for introduction into interstate commerce. or causing the 

introduction or delivery for introduction into inte rstate commerce, articles of device, as 

defined by 21 U.S.C. § 321(h), name ly Synchrol\Jec.l Implantable Infusion P ump Systems. 

that are ac.lu lrcratec.l \\'ithin the meaning of 21 l 1.S.C. § 351(h), in chat the metho<ls used in, or 

the faci lities or controls used fo r, the ir man ufacture , packing, and scoragc are nor in 

conformity with curre nt good manufacturing practice requi remen ts prescribed at 21 C .F.R. 

Parr 820. 

4. The Complainc also alleges that D efendants vio late the Act, 21 .S.C. § 

331(k), by caus ing the Synchroi\ lcd Implantable In fusion Pump syste ms to become 

adu lterated within the meaning of 21 ll.S.C. § 351(h) \\'hile such devices arc he ld fo r sale 

after shipment in intersta te commerce. 

DE FI N JT JONS 

S. For chc purposes of chis D ecree, che following defini tions appl y: 

!\. "Synchrol'vled device" shal l mean al l im plantable infusion p um ps and 

chei r accessories chat are designed, manufac tured, processed, packed, labele <l, held, stored, 

installed, and distributed at or from any T\ ledtron ic Neuromodulation facility. 

B. "l\ Jedcronic Neuromodularion" shall mean the ledtronic 

Ncuromodulacion Business Unit of l\Iedtronic, Inc., which is res ponsible for designing, 
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manufacturing, processing. packing. la beli ng. holding, storing, and distributing, among other 

d evices, the SynchroMed devi ces. 

C. " kdrronic Neuromodulation facili ties'' shall mean lcdr ron ic 

Ncuromodulation's hcadquarccrs, located at 7000 Centra l Ave. NE. l\forneapoli s. MN, and 

the manufactu ring faci lity located at SJ•u /\venue NE, Columbia I !eights, l\ 1 . 

0. A Synchrol\lcd de ,· ice is "medica lly necessa ry'' if (i) iris used to trea r 

one or more of rhe following condiri ons for which the benefits of us ing the Synchrol\lecl 

tkv ice outwt:igh the risks: (a) se, ·e re spasticity; (b) chronic intractable pain; (c) seve re 

chronic pain; and/or (d ) primary or metastatic cancer; and (i i) tht: ph ysician, after reviewing 

the notitication lcm:r attached hereto as Exhibit A. signs a form appro,·ed by FD/\, attached 

he reto as Ex hi bit B, certifying that s/he is aware of FD/\'s findings and deems th e 

Synchrol\Jed device necessary to treat his/her patient under the condi tions referred to in 

chis paragraph (hereafter, "Cerrificate of l\Jcdical Nec<.:ss ity"). 

E. D ays s hall refer co calendar days unless o tht:rwi se state d. 

I N J UNCTl\' E PRO\' IS I O NS 

6. Upon entry of this Decree, except as described in paragraph 9, Defendants, 

an<l each and a ll of their <l irccrors, ofticcrs, agents, reprcsentati,·es, employees, attorneys. 

s uccessors, and ass igns, and any and all pe rsons in active concert or participation with any of 

thern (includ ing franch isees, affiliates, and "doing business as" entities) who have recei,·ed 

acrua l notice of the contents of rhis D ecree by personal service or othe rwise art: 

pennanently resrrnined and enjoined, pursuant to 21 U.S.C. § 332(a), from direc rly or 

indirectly desi~ning, manu fac ruring. processing. packing, labeling. holding, scoring, and 

distributing, importing in co or exporting from the United Scares of America, at or from any 
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l\ lcdcronic Ncuromodulation facilities, any model of, or components or accessories for, ics 

Synchrol'vled devices, un less and unti l: 

A. Defendants' methods, facilities, and controls used co design, 

manufacture, process, pack, label, hold, score, and dis cribuce Synchrol'vled devices are 

established, opcraced , and admi nistered in compliance wich 21 ll.S.C. § 360j(f)(I) and the 

Q uality Syste m ("QS") regulation set forth in 21 C. ER. Part 820. 

B. D efendants select and retain ac lcdcronic's expense, within thirty (30) 

days of che e n cry of chis Decree, an independent person or persons (the "Expert"), co 

conduct inspections of Defendants' operations and to review Defendants' procedures and 

methods for designing, manufac turing. processing. packing, labe ling, holding, scoring, and 

di strib uti ng SynchroMcd devices, to d e termine whether their me thods, faci li ties, and 

controls are operated and administered in conformity wich che Act, ics implementi ng 

regulations, and this Decree. The Expe rt sha ll be qualified by cducacion, training, and 

experience co conduct such inspections, and shall be without perso nal or financ ial ties (other 

than a consulting agreement between the Expert and t-.ledcronic or t-. ledtroni c 

Neuromodulation) to D efe ndants' officers or employees or their immediate famil ies. 

Defendants sha ll notify FDA in writing o f the identity of the Expert within cen ( 10) days of 

retai ning such E xpert. 

C . The Expert shall perform com prehensive inspections of ledtronic 

Neuromodu lation facilities chat design, manufacture , process, pack, label, hold , score, or 

discribuce th e Synchrol\lcd devices or an y compone nt thereof and ce rtify in writing 

simultaneous ly ro Defe ndants and FDA: (i) char he or she has inspected Defendants' 

facilities. processes, and controls; (ii) wh cchcr Defendants ha,·e corrected all findings and 
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violations sec forch in FDJ\'s Inspecciona l Observaci ons ("Forms FDA-l83") and Warning 

Leners issued to Medtronic Neuromodulation facilicies from all FDA inspeccions s ince 

January 2011; and (iii) bas1,;d upon thes1,; comprehe nsi\'e inspeccions, whe the r Ot.:fcndancs' 

opera tions arc operated in conformicy with the Ace, ics implementing regulacions, and chis 

Decn.:e. The Expert's cercificacion re porc s hall encompass, but nor be limiced co. an 

eva luacion of chc followi ng as chcy re late co Synch rot\ led devices: 

(i) Dcfcndancs' compli ance wich 21 U.S.C. § 351(h) and 21 C.F.R. 

Pare 820; 

(ii) Dcfcndancs' procedures for cheir Corrcccive and Preventive 

Accion ("CAPA") syscem. including. bur nor limited co, analyzing quality daca co ide ntify, 

correct, and prevent existing and pocentia l causes of nonconforming product and ocher 

qualicy problems; 

(i ii ) Defendancs' procedures for their design control system, 

inc luding, bur not limiced co, cscabl ishing and implcmencing adequate design and 

development plans, inpucs, oucpucs, design reviews, verification, va lidation, risk anal yses, 

design change concrols, and a des ign history file for each rype of dev ice; 

(i,·) Defendancs' procedures for their nonconforming product, 

inc luding, but not limi ted co. the identification, documcncacion , eva luacion , segregacion, and 

di sposition. including rework, of nonconforming produce; and 

(v) Defendants' design verification and design va lidation 

documents for the Svnchro led device to ensure char che approved prod uce specifications 

a rc being me t. In ci rcumscances where che Defendants have iden tified a design defect that 

ca uses che SynchroMed device co not perform according co the approved produce 

s 
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specificntio ns, th t: E xpert shall review the des ign defect analys is documentation. T he 

design defect analysis documentation hould include a description of the design defect. the 

potentia l risk to patients associated with the defect, a rimeli ne of act ions take n d uri ng the 

defect im·escigation, proposed corrective actions, design changes being considered, 

deve loped . and /or reseed , and acti on that have been taken or \\'i ll be taken ro potentially 

correct the design defect. T he Expert shal l also re,·ic\\' design changes made cu the 

Synchro~ l cd device in the previous five (.S) years ro verify that the changes previously 

implemented arc effective and do nor adve rsely affect the device. 

D. With in forty-fi,·c (-tS) days of recei ving the Expert's inspection report 

under paragraph 6.C, Defenda nts shall sub m it a wrirren report ("work plan") ro F O i\ 

detai ling the specilic actions Defendants have taken and/or wi ll rake to address the Expert's 

observations and co bring t he me thods. fac il ities, processes, and contro ls used to design, 

manufacture, process, pack, label, hold, score, and d istribute the Synchro led device into 

compliance wi th the requi reme nts of t his Decree, the Act, and the QS regulation. The 

specific actions in rhe work pbn shall be sec forth in numbered steps and, where 

approp ri :ne, the num bered seeps may include subord inate lerrcred steps. The work plan 

shall include a timetable \\'ith a specific date for completing each numbered step and may 

include, where appropriate, inte rim daces fo r comple ting subord inate lettered steps. The 

work plan, including its proposed specific actions and timccable, shal l be s ubject to FD/\ 

approval, and Defendants shall ensure the implcmencation of the numbered steps in the 

work plan in accorda nce with the ri m ccab le approved by FDA. FDA shall approve or 

disappro,·e in writing the proposed work pla n within sixty (60) days. 

6 



CASE 0:15-cv-02168   Document 3   Filed 04/27/15   Page 7 of 27

E. Defendants may begi n implementing the work plan as soon as they 

reeei,·e written F DA approva l. Under no c ircumsra nces may FDAs si le nce be construed as 

approval. /\s the actions c.krn ilcd in the work plan are comple ted , Defe ndants shall notify 

the E xpe rt in writing, who shall promptly inspect and \'e rify whether chose actions have 

heen completed in a manner th at complies wich ch e requirements of chis Decree. che Act. 

and the QS regulation to chc Expert's satisfaction and in accorda nce with the work plan 

timetable. 

F. If chc Expert determines that an action has nor been completed to his 

or her satisfacti on. the Expert shall promptly nocify Defendants in wri ting. Beginning thircy 

(30) da ys after imple menta tion of the work plan. and quarterly thereafter, che Expert shall 

submit co FDA arable th at summarizes the Expcrr's findings regarding wheth<.:r the acti ons 

have been comple ted co the Ex pert 's satisfaction and in accordance with the numbe red 

reps in th e work plan timetable. F D/\ may, at ics discretion and ,,·ithouc prior notice, 

periodica ll y inspect " leclrronic Neuromodula tion fac ili ties :i nd undertake such add itiona l 

examinations, re,·icws, and ana lyses as F DA deems appropriate to verify whe the r the 

actions reported co the Expert as completed have in face been adequately completed on 

rim e. In the e,·cnt that F DA determines char an ace ion chat has been reported co be 

completed is inadequate . F DA shall notify Defendants in writing, and D efendants shall 

take appropriate action in accorda nce with a timetab le approved by FDA. 

G . Whe n th e Expert de termines that all of the acti ons identified in the 

work plan have been completed to his or her sati sfaction, the Expcrr shal l provide 

D efendants and FDA with a written cert ificati on chat all of rhe actions have been 

completed and that, based on chc inspections cond uc ted under paragraph 6.C and on the 
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satisfactory completion of the actions in the work plan identified under paragraph 6. D , 

Defendants' methods, faciliti<.;s , processes, and controls used co des ign, manufacture, 

process. pack, label. hold, score, and distribute che Synchrol\lcd devices, a re and, if properly 

maintained and implemented by Defendants. will continuously remain in conformity with 

the req ui rements of this Decree, the Ace, and the QS regu lati on. The Expert's ccrcificacion 

s hall includt.: a full and complete de mi led report of the results of his or ht.:r inspection. 

11. Within thirty (30) business days of FDA's recei\·ing the Expert's 

ccrcificacion u nder paragraph 6.(;, dul y a11thorized FDA representatives may inspect, as 

FDA deems necessa ry and without prior nocict.:, the l\lcdcronic c uromodulacion facilities. 

including buildings. equipment, personnel , finished and unnnished mate ria ls. conta iners. 

and labeling, and all records relating co the methods used in , and the faci lities and controls 

used for, the manufac ture, design, processing, packing, labeling. holding. storage. and 

distribution of Synchrol'vlcd de\·ices. ro determine whether the requirements of paragraphs 

6.J\-G of chis Decree have been met, and whether Defendants are otherwise operating in 

conformity with thi s Decree, the Act, and the QS regul ation. 

I. ff FDA determines chat Defendants are not operating in conformity 

with the requircme ncs of chis Decree, the Ace, and the QS regulation with regard to the 

SynchroMcd de\·ices, f-' DA will notify Defendants of the deficiencies it obsern;d and will 

cake any ocher action FDA deems appropriate (e.g., issuing an order pursuanc co paragraph 

11 ). \Vichin thirty (30) days of receiving chis nocification from F D/\, Defcndancs s hall submit 

to f.0/\ a plan describing the actions Defcnclancs propose co cake and a timetable for 

correcting che defici encies. The rimecable and plan shall be su bject co FDA approval. 

Defendants shall prompcly correct all deficiencies noted by FD!\ in accorda nce wich che 

8 
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17DA approved timetable and plan, and shall cause th e Experc to reinspect the conditions 

relevant to the de ficienc ies noted by FDA and eiche r: 

(i) certify cha t the deficienc ies have been correcced co ensu re that 

Defendants' me thods, faci lities, processes, and controls used fo r manufacruring, processing, 

packing, labeli ng, holding, scoring, and distributing the Synchrol\l ed devi ces a rc in 

con formity with che requirements of chis Decree, che Ace, and rhe QS regu lat ion: or 

{ii) notify Defendants and FDA in writing that one or more 

defic iencies remain uncorrected. If one or more deficienc ies have not heen corrected. 

De fe ndants shall correct the deficie ncies co the Experc's satisfaction, ar which point th e 

Expe rt shall issue the cc rcificarion s imultaneous ly co Defendants and FDA. Within forry­

five (45) b usi nes:; days afrer FDA rece ive:; rhe ecrcificacion, FDA may rein:;pecc :ls ir dec tTis 

necessa ry, wichout prior notice. 

]. FDA notifies Defendants in writing chat Defendants appea r to be in 

com p liance wi th rhe requirements set forth in paragraphs 6.A-1. Such notice shall not be 

dependent upon Defendants' com ple tion of th e Synchro.i\ lcd Pump Remediation Plan 

described in paragraph 7. 

7. No late r than cwenty (20) days after e ntry of chis D ecree, D efendants shall 

submit to FDA in writing a Pump Re mediation Plan co e nsure chat che Synchro.i\ lcd 

dc ,·iccs curre ntl y produced in che United Scates are in complia nce with the Ace, its 

imple menting regulations, and this Decree ("Synchrol\ led PRP"). 

A. The Synchro led P RP shall include, among ocher things: 

9 
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(i) the identifica tion of chc root ca uses o r, if nor prec isely known , 

the probab le root causes. of fai lures in th e Synchrol\ fed de,·ices D efendants a rc proposing 

co correct; 

( ii ) a description of and the supporti ng documentation fo r 

upgrades, m odifications. and/or acti ons necessa ry co correct the identified fai lu res; 

(i ii ) the restin[.?; conduc ted or to be conducted to verify and ,·a lidatc 

such upgrades and/or modifica tions; 

(iv) the projected dates on which Ocfendancs will implement and 

complete the Synchrol\led P RP; 

(v) the manne r in which the upgrades and/or mod ificati ons will be 

rnacle to th e Synch rol\ fcd dc\'ices: and 

(vi) a clear state me nt whe ther Defendants be lieve that premarke t 

appro,·al by FDA is required for the proposed upgrades and/or mod ificat ions co the.: 

Synch rof\ led d evices proposed in th e SynchroMcd PRP, and the reason fo r tha t be li ef. 

13. Defendants shall not initiate the Synchrol\ fed P RP unti l FDA has firsr 

provided D efend ants with written acknowledgement co proceed with all o r a portion of the 

Synchrof\ lcd PRP. FDA sha ll respond in writing within thirty (30) days of FDA's receipt of 

Defendants' Synchrof\led PR P and notify Dcfcndants in writing whether th e proposed plan 

is acceptable . If FDA finds some or all of the Synchro led PRP unacceptab le, it shall state 

in writing the bas is for findin g spec ific portions of the proposed Synchrof\ fed P RP 

unacceptab le , and Defendants sha ll s ubmit a revised SynchroMed PRP in writing within 

twenty (20) days of receipt of FDA's re ponse. F DA shall respond in writing wi chin twenty 

(20) days of F DA's receipt of De fendants' revised Synchrol\ lcd PRP and notify Dcfcndancs 

10 
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in writing whether the revised plan is acceptable; and. if specific porcions of the re\'ised plan 

arc un acccpcable, FDA shall State th e basis in its writtcn response. 

C. Defendants shall commcnce those porcions of the initial and/or revised 

Synduol\lcd PRP that were found acceptable by FDA within thirty (30) days of rccei,·ing 

FDJ\'s written authorization of the initia l and/or revised Synchrorvled PRP. Defendants 

shall, beginning one month after the date on which implementation of the Synchrol\1ed 

PR P. in wh ole or in part. has begun. and concinuing until its completion. submit to FDA 

quarterl y written progress reports chat describe the status of the Synchrol\kd PRP. If 

Defendants have not obtained FDJ\'s au thorization for the Synchrol\Jetl P RP within six (6) 

months after the dare chis Dec ree is entered. FDA may rake any action(s) it deems 

appropriate to the extent permitted under paragraph 11 of this Decree. 

D. PRP documentation. dcscribe tl above in paragraph 7.A, s hall be 

available for Expert and FDA review in accorda nce with paragraph 6. 

8. Upon e ntry of this Decree, except as permitted in paragraph 9, D efendants 

and each and all of their directors, officers, agents, representatives. employees, attorneys, 

successors, and assigns. and any and all persons in active concert or participation with any of 

them (including franchisees. affiliates, and "doing business as" e nti ties). who have received 

actual notice of this Decree by per onal service or otherwise, arc permanently enjoined 

unde r the provisions of 21 lf.S.C. § 332(a) from directl y or indirectly doin g or causing co be 

done any ace that: 

J\. Vi olaces 21 lT.S.C. § 331 (a). hy introducing or deli,·ering for 

introduction into intersrace commerce , or causing the introduction or delivery for 

introduction into interstate commerce of, Synchrol\l ed devices, or any ocher J\lcdtronic 
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devices of a similar design or fo r a si rnilar use, as defined by 21 l 1.S.C. § 32J(h), char arc 

aclulccraccd within the meaning of 21 ll.S.C. § 351(h). 

B. Violates 21 U.S.C. § 331(k ), hy causing the Synchrol\lcd devic<..:s, or any 

oche r l\ [edcronic devices of a similar design or for a similar use, co become adulterated 

wi thin the meaning of 21 lJ.S.C. § 351(h), wh ile such devices are held fo r sa le afte r shipment 

tn inccrscacc commerce. 

EXC L US IONS 

9. Paragrap hs 6 and 8 of thi s Decree shall not apply co che fo llowing: 

!\. l\ Jan ufaccuring, proc<..:ssing, packing. label ing, holding, scoring. and 

distributing Synchrol\.fccl devices char arc inte nded fo r 11se in medica lly necessary cases, as 

defined in paragraph 5.D. J\kdcronie may provide a medically necessary Synchrol'vled 

de\'icc only if the followi ng requirements have been and continue to he, or will be, mer: (i) 

the pacicnc's physician has completed the Cercificate of t\ ledica l Necessity (Cl\ JN), 

referenced in paragraph 5. 0 and accached hereto as E xhibi t B: (i i) lcdcronic promptl y 

provides F DA wirh copies of al l CMNs for the firsc three (3) months fo llowing cncry of chis 

Decree; (iii ) Mcdcronic main ta ins and promptly provides to FDA upon request copies of 

any additional C!'vf Ns executed after chc fi rst clirce (3) months: and (iv) J\kcl tronic provides 

reports of granted Gl\ INs to FDA every three (3) months for a pe ri od of one (I) year and nor 

less than every six (6) months fo r a period of four (4) yea rs thereafte r. In circumstances 

where the Synchro~led pump is requi red fo r use in an eme rgency case and it is impractica l 

or there is insufficient rime to obtain a C IN in adva nce of chc proced ure, i\ ledcronic may 

provide che Synchrol\ lcd device for such usc so long as che patient's physician (i) compleces 

the Cl\ IN fo llowing the proced ure, and (ii ) submics the complercd Cl\ IN co l\lcdcronic as 

12 
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soo n as poss ible fo llowing the procedure. The pa rries agn.:e chat s uch s ituations will be 

infreque nt. In chose cases in which prior approva l is not feas ible, lcdcronic \\"ill suppl y 

FDA with a copy of compieced Cf\ !N within three(.)) business days of recei ving the C IN 

from the ph ysic ian. 

13. f\ lanu facturing, process ing, packing, labeli ng, holding, scoring, and 

discrib11ting Synchro le d devices inte nded fo r patie nts seeking a re placeme nt Synchroi\ led 

dc \·i ce. ledcronic shall pro \·idc a rep laceme nt Synchro led device co a pati ent only if th e 

fo llowing require rnencs have bee n and continue co be, or wil l be, mer: (i ) che pati e nt's 

ph ys ic ian has comple ted t he Replacement Pump Ce rtifica te ("RPC''), am1ched hereto as 

Ex hi bit C; ( ii ) lcdtronic promptly provides FDA with cop ies of all RPCs fo r the fi rst t hree 

months fo ll owing entry of chis Decree; (iii ) lcdcronic maintains and promptly p ro\·ides co 

FDA upon request copies of any RPCs executed afte r the tirst three (3) months; and (iv) 

f\ le dcroni c pro\'ides re ports of gran te d RPCs co FDA every rluee (.)) months for a period of 

one (1) yea r and not less than eve~· six (6) months fo r a p t;;riod of four (4) ye ars th e reafte r. In 

c ircumstances where a replace ment Synchro led pump is needed fo r use in an eme rge ncy 

case and it is impraccic~tl or there is insuffic ie nt time co obtain an RPC in advance of the 

procedure, the Defendants may distribute che rep lace me nt Synchroi'vled dev ice for such 

use. p rov ided that the patie nt's ph ysician (i) comple tes the RPC fo llowing the procedure, 

and (ii ) submits th e comple ted RPC cc1 lcdcronic as soon as possible followi ng the 

procedure. The parries agree chat such situati ons wi ll be infrequent. In each case in which 

prior approva l is not feas ible, Medtronic will suppl y FDA with a copy of the completed 

RPC within three (3) business days of receiving the RPC from the phys ic ian. 

13 
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C. J\ lanufaccuring. process ing, pack ing, labeling, holding, scoring, and 

discributing any componenc, pare, raw macerial, accessory, refil l kic, o r sub-assembly, solely 

for th e purpose of providing service or repair co a Synchrol\ led device impl:rnced prior co che 

dace of che e ncry of thi s Decree, o r chac was provided pursuanc co paragraph 9.A, 9. B, or 9 .1 

of chi s Decree. l\ lcdtronic may pro,·ide replacemenc cornponc ncs, pares, raw materia ls, 

accessories. refill kits, and sub-assemblies to paciencs, cheir physicians. hcalchcarc prO\·idcrs, 

and facil iti es for sen·ice or repair of Synchro led dc,·ices and componencs only if che 

fo ll owing requircmencs have been mcc: (i) Med tron ic semis a copy of chc notificttion lccter 

actache cl herero as Ex hib ic A co th e ph ys ic ians, hca lchcare providers, o r facili ti es co whom 

ledcronic provides such icems; and (ii) l\Jctltronic maincains records. and allows F DA 

access co such records upon n.;quest, of all service and repair com ponencs, pares, raw 

m ate ri als, accessori es. refi ll kics and sub-asse mblies provided under this paragraph, 

inc lud ing copies of che notificacion lerters sent co physicians, hea lthca re provide rs, and 

facilicies. 

D. lan ufacturi ng. processing, packing, label ing, holding. scoring, and 

distributi ng limi ted q uanciti cs of Synchrol\ led devices chat are not intended for human use 

and a rc incended for use in devclopmcnc. rescing, ve rification , v::i li dation, or qua litlcarion 

acti,·icics necessa ry to complete (i) design changes in supporc of the Synchrol\Jcd PRP, (ii) 

change co production and process concrols. (iii) changes co manufaccu ri ng procedures, (i ' "} 

correccive and prcvcnci ve accions, and/or (v) changes co componencs, pares, or s uppliers. 

E . Testing, verifying, or valic.lacing design changes of Synchroi\ led 

devices, including any componenc or accessory, anc.J subsequencly manu faccuring and 
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discriburing the Synchrol\ led devices, components, or accessories. for the sole purpose of 

impicmenting a correction o r removal as defined in 21 C.F. R § 806. 

F. Design work related co re1T1<.:diation of ex isting safety issues with the 

Synchroi\ lcd devices, o r related to safcry issues with the Synchrol\ lcd devices di scovered 

during the impkmentation of this Decree. 

G. lanufac ruring, processi ng. packing, labe ling, ho lding, storing, and 

distributing Synchrol\ le d de ,·iccs for development acti\'itics and di stributing such devices 

for demonstration and research purposes o nly, suc h as use in product demonstrati ons a nd 

research in laboratories, including preclinica l animal research , provided that the devices are 

labeled "NOT FOR I llJMAN USE." 

11. l\fonufacruring, process ing, packing, labeling, holding, storing, and 

distributing Synchrol\Icd devices solely for the purpose of permitting cl in ical trials to be 

conducted in accordance with 21 C.E R. Part 312 o r 812, o r for internatio na l c linical trials 

conducted in accordance with G ood Clinical Practices. pro,·ided th at Defendants compl y 

with all applicable laws and regulati ons relating to the manufacture and disrribucio n o f 

invcstigational devices. 

I. J\,fanufaccuring, processing. packing, labe ling. ho lding, storing, and 

di stributing SynchroMed devices that were ordered or p rovid<..:d for cases that were 

scheduled prior co e ntry of this Decree. 

J. Importing compone nts and accessories necessa ry to manufacture and 

distribute Synchrol\ led devices, pares, components, and acces ories as permitted by 

paragraphs 9.A-1 of this Decree. 

15 
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ADD ITI ONA L REQ U IRE J\ I ENTS 

10. After D efendants ha,·e complied with paragraphs 6.1\-l and FDA has notified 

Defendants in writing purs uant to paragraph 6.J, Defend ants shall rerain an independent 

pcrson or persons (chc "Auditor") at J\lcdcronic's expense to conduct audit inspections of 

Defendants' operations nor l<.:ss than once cvery six (6) mon ths fo r a pe riod of om: (I) yca r 

and nor lcss than onc1..: eve ry twelve (12) months for a period of two (2) yea rs the reafter. The 

Audi to r shall be q ualified by education, t raini ng, and experie nce co cond uct such 

inspections. and shall be without personal or financial t ies (other than a co ns ultin g 

agreement entered into by the Auditor and J\ fedtronic or J\ ledcroni c Ne uromoclulati on) co 

Defendants' officers o r employees or their immediate famil ies. The Audi cor may be the 

am e pe rson o r persons descrihed as the E xpert in paragraph 6. 

t\. At th e conclusion of each audit inspection, the Audi tor shall prepare a 

writte n audit report (the "Audit Re porc'') ana lyzing whethe r Medtronic Ncuromodulati on is 

operated and administered in w mpliancc with the Ace, its impleme nting regula tions, and 

this D ecree, and identifying in derai l any dc,·ia cions from the foregoing (''A udit Re port 

Find ings"). As part of cvery Audit Rc porr, except thc first , che Auditor sha ll assess the 

adeq uacy of correcti ve actions ta ken by Defend ants to correc t a ll previous Audit Report 

Findings. The Audit Reports shall be delive red conte mporaneously to D efendants and 

F D A by courier service or o\'ernighr deli,·ef)' sen ·ice, no late r than twe nty (20) clays after 

the d ate each audit inspection is comple ted . If any Audit Report(s) ide ntify any deviations 

from th e Act, its implementing regulations, and/or th is Decree, FDA may, in its discre tion, 

requ ire that the two (2) year auditing cycle be extended or begi n anew. In addition, 

D efendants shall mai ntain comple te Audit Reports and all of th ei r unde rl ying data in 

16 
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separ:u e files at their fac ilities and shall promptly make the Audit Reports and underlying 

data a\·a ilable to FDA upon request. 

13. If an Audie Re port conta ins any adve rse Audit Report Findings, 

Defendants sha ll, within forry-five (45) clays of receipt of the Audit Report, correct those 

Findings, unk:ss FDA notifies D efendants that a shorter time period is necessary. If, afte r 

recei,·ing the udit Re port, Dc fen<l:mcs believe chat correc tion of any ad,·e rse Audit Report 

Finding will rake longer than fo rty-five (45) d..iys, De fe nd ancs shall , within fi fteen (15) days 

of rece ipt of the Audit Report, propose a schedule for comple ting correcti ons ( "Correcti on 

Schedule") and provide justification for tht: addicion::il time. Defendants shall corn piece all 

corrections acco rding co the Correction Schedule . \Vichin fo rty-fin: (45) days of Defendants' 

rece ipt of an Audit Re port, o r within the time pe riod prov ided in a C orrection Schedule, the 

Auditor s hall review the acti ons taken by D efendants to correct th e adverse Audie Re port 

Finding(s). Within ten business days of the completion of chat revi ew, the Auditor s hall 

re port in writing co FDA whe the r each of th e ad,·crse Audit Report Findings has been 

correcte d and , if not. which ad,·c rse Audie Re port Findings re main uncorrected. 

11. If, at any tim e a fte r this Dec ree has been ente red, FDA dete rmin es, based on 

the results of an inspection; the anal ysis of samples; a re port or darn prepared or submitte d 

by De fe ndants, the E xpert, o r the Audicor pursuant co chis Deere <.:; or any ocher information, 

chat O e fe ndanrs ha,·e fa iled co compl y with any p ro\' ision of chis Decree . or have vio lated 

rhe Ace or its impleme nting regulations, or that additi ona l corrective actions arc necessa ry to 

achieve compliance with chis Decree, the /\cc, or its implementing regulations, FD/\ may, as 

and wh e n ic deems necessary. order De fendants in writing to cake appropriate acti ons with 

17 
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respect co Syn c.:hror-.kd devic.:cs. Such actions may inc lude, bu t arc not limited co, the 

fo ll owing: 

1. Cease designing, manufacturing. processing, packing. labeling, 

holding, s tori ng, distributing, importing and/or exporting Synchrot\lcd dcvices produced at 

the 1'.kdtronic Neuromodulation facilities; 

11. Revise. modify. or expand any re porr(s) prepared purs uant to 

th e D ecree: 

Ill. Submit au<litional notifica ti ons, reports, o r any othe r materi a ls 

or informati on co F D A with res pect to SynchroMcd devi ces; 

I\' . Recall and/or prm·ide re funds for, a t t\ lcdtronic's sole e xpense, 

adulterated or misbranded de \'ices or components manufactured. di stribuccd , and/or sold by 

Defendants or that arc undcr the cusrody and control of De fendants' agents, distributors, 

custome rs, or consumers; 

\'. Issue a sa fe ty ale rt, pu b li c hea lth ad\·isory and/or press re lease 

with re pcct ro the Synchro led devices; and/or 

v1. rl:tke any oche r c.:o rrectivc ac ti on(s) with respc.:ct to the 

SynchroMed devices as FDA, in its disc retion, deems necessary co protec t the public hea lth 

or ro bring De fendants into compliance with the Act, its imple me nting regulations, and this 

Decree. 

12. The fo llowing process and proccdurt:s shall appl y in the event th at FDA 

issues an orde r und er paragraph 11: 

A. Unless a diffe re nt tim e frame is specified by FDA in its orckr, \\'i t hin 

ten (10) bus iness days after receiving such orde r, D e fe ndants sha ll notify FDA in writing 
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eichcr chac: (i) Defcndancs arc undertaking or ha,·c undertaken correcci,·e accion. in \\·hich 

event Defendants shall also describe the specific accion taken or proposed to be caken and 

the proposed schedule for completing the accion; or (ii) Defendants do not agree with FDA's 

order. If Defendants notify FDA that they du not agree with FD/\'s order, Defcndancs shall 

exp lai n in writing the basis for cheir disagreement; in so doing, Defendants may a lso 

propose specific alcernati,·c actions and cimeframes for achieving FDA's objeccivcs. 

B. If Defendants notify FDA that they do not agree with FOl\'s order. 

FD/\ will rev iew Dcfc n<lants' notification, and thereafter, in writing, affirm, modify, or 

\\'ithdra\\' its order, as FDA deems appropriate. If FDA affirms or modifies its o rder, it shall 

explnin the basis for its decision in writing. The written notice of affirnwcion or nwdificacion 

sha ll constitute fina l agency action. 

C. If FD affirms o r mod ifies its order, Defendants shall, upon receipt of 

FOA's o rd er. immediately implement rhe order (as m od ified. if app licable), and may, if they 

so choose, bri ng the matter before this Court on an expedited basis. While seeking Court 

re ,·ie w. D efendants shall continue to diligently implement FDA's order. unless the Court 

stays. sets aside, or modifies FD/\'s order. Judicial review of FD/\'s order shall b<.: made 

pursuant to paragraph 24. 

D. The process and procedures se t forch in paragraphs 12.A-C shall not 

apply co any order iss ued pursuant co paragraph 11 if such order scares rhat, in FO/\'s 

judgment, rhe order raises a significant public health concern. In s uch case, D efendants 

shall. upon receipt of such order. immediately and fully compl y with th<.: terms of the order. 

Should Defendants seek co challenge any such orde r, they ma y pecicion this Court for relief 
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while they impleme nt FDA's ord e r. Judic ial revie w of FDA's decision under thi s paragra ph 

shall be made p ursuant to paragraph 24. 

!:) . Any cessation of operat ions or othe r action as descri bed in paragraph 11 shal l 

continue until Defendants: (a ) rece ive writte n nociti cacion from FDA chat t\led tronic 

N euromodulation appears to be in compliance with chis Dt:c ree, th e /\ct, and its 

imp le menting regulations or (b) recei\'e wrine n authorizati on from the Court. Afce r a 

cessati on of ope rations. and while de te rm ining whe the r D efe ndants are in compli ance with 

chis Decree, th e Act. and its imple 1nenting regul ations, FDA may require De fendants to re­

institute or re- imple ment any of the require me nts of chis Decree. Defendant .1\- le dtronic 

sha ll pay the coses of FDA supe n ·ision. inspections, inves tigations, analyses, ex:iminations, 

re ,·iews, sampling, tes ting, t ra,·e l time. and s ubsiste nce expenses co imple ment the re medies 

sec forth in paragraph 11 , at the rates specifie d in paragraph 15. 

14. Representati ves of FDA sha ll be pe rmitted. without prior notice and as and 

whe n FDA deems necessary. co make inspections of Defendants' opera tions at t he 

t\lcdcron ic Neuromodulation fac iliti es and, without prior notice, ca ke any o the r me as ures 

necessary co monitor and co ensure continuing compliance with th e te rms of chis D ecret:. 

During s uch inspections. FDA representatives shall be pe rmitted: access to buildings, 

equipment, in-process and fini shed mace ria ls, conta ine rs, and labe ling the re in: co cake 

phorographs and make video recordings; co cake samples of De fendants' mate ria ls and 

products. conta ine rs, and labe ling; and to examine and copy all re<.:ords relating co th e 

receipt. manufac ture . process ing, packing, labeling. holding. and distribution of the 

Synchrol\ led devices and the design of the Synch ro t\ led devices. FDA will provide 

D efenda nts wich a rece ipt for any samples ra ken p urs uant rn 21 l 1.S.C. § .174 an d with cop ics 
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of any photographs o r v ideo recordings, upo n the receipt of a writte n request by 

D efendants, and at le drronic's expense. The inspections shall be pe rmitte d upo n 

presenting a copy of this Decree a nd appropriate c redcnri als. The inspection authority 

granted by chis Decree is separate fro m, and in adclicion co, che auchority to make 

inspections under th<.: J\cc, 21 U.S.C. § 374. 

15. Ocfend:inr f\ledcron ic.: shall rei m burse FDA fo r the coses of a ll FDA 

inspections, il1\·estigatio ns, su pen-ision, re\·iews. examinations, and analyses that FDA 

deems necessary to eva luate Defendants' con1pliance with ch is D ecree. The costs of such 

inspections s hall be borne by f\l edtronic at the prevailing rates in e ffect at the time the costs 

arc incurred. As of the date that this Decree is signe d by th e parries, these races a re: $88.45 

per hour and fraction thereof per represencati\·c for inspectio n work; $106.03 per hou r or 

fraction thereo f per re presen tati ve for analytica l or review work; $0.56 pe r mile fo r crave! 

ex pe nses by automobile; government rate or the equivalent for cra ve! by air or othe r means; 

a nd the published government per diem rate or the equinilcnr for the areas in which the 

inspecti ons arc performed per-day, per-representative for subsistence expenses. FD/\ shall 

s ubmit a bill of costs co Defondanc l\ led tronic. In the event chat th e sca rn.lard rates 

applicab le to FDJ\ s upervision of court-orderc<l c.:ompli all(;e are mod ifie d. these rates shal l 

be increased o r decreased in accorda nce with tht: modi tied rates without further o rder of the 

Court. 

16. Within fi ve (5) business days o f the e n cry of chi s D ecree. D e fendants sha ll 

pose a copy o f chis Decree in th e employee common areas at the M edtronic 

euromodulation facilities and on ~ l edcronic's inrra nec website in suc h a manne r as to 

ensure that it wi ll be viewed by e mployees ar the le dcron ic Neu romodulation facilities. 
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Defendants s hall ensure that the D ecree remains posted in its employee common areas and 

on its intranct website for as long as the Decree remains in effect. 

17. Within ren (10) days afccr the enrry of this Decree. Defendants shall provide a 

copy of this D ec ree, by personal service, e lectronic mail, or certified mai l (restricted 

delivery, re turn receipt reques ted ), to each and all of its directors. officers, agents, 

represcncatiYes, employees, acrorneys. successors. and assigns, and any and all persons in 

active concert or participation with any of them (including franchi sees, affiliates, ~111d "doing 

bus im:ss as" e ntities), with responsibility for the design, manufacture and/or di stribution of 

the Synchroi\kd dev ices at or from the Me<ltronic Neurom oclulation facilities (hereinafter, 

collecti\·ely referred co as "Associated Persons''). For international Associated Persons, 

~ l edtronic Neuromodulation shall prm·ide a copy of the Decree by personal scn·ice. 

e lectronic mail. o r certified nrn il (rescriccecl de li very, return receipt requested) within 

twenty-five (25) days after the e ntry of this Decree. Within thirty (30) days after the entry of 

chis D ecree, i\lcdcronic s hall provide co FDA an aftida,·it seating the fact nnd manner of 

compliance with chis paragraph, identifying the names, addresses. and positions of all 

persons or entiti es who have been provided a copy of chi s Decree pu rs uant to chis paragraph 

and attachin g documentation of the mann e r in which copies of the Decree were provided. 

18. In the event that t\ lcdcronic Neuromodulation becomes associated, at any 

rime after the encry of chis Decree. with any new Associated Person, l edcronic shall \\"ithin 

fifteen business days of the commencement of such association: (a) provide a copy of chis 

Decree to each such Associated Person by personal service, electronic mail, o r certifi ed mail 

(restricted delivery, return receipt req uested ); and (b) on a qua rterly basis, notify FDA in 

writing. in accordance with paragraph 20, whe n, how, and to whom the Decree was provided. 
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Defendants shall proYide to FDA an aftida\'it sea ting che fac t and man ne r of compl iance 

wich this paragrap h, ide ntifyi ng che names. add resses. and posit ions of a ll persons or e nti t ies 

chac ha,·e been pro,·ided a copy of chis Decree pursuant co chis paragraph. and 

documentation of the manner in which copies of th e Decree were provided. 

19. D efendant f\ lcdtronic shall notify the District Director. FDA lin neapolis 

District Office, in writing at least fifreen ( 15) days before: (i) any change in owne rship. 

character, or na1T1e of t he f\ fcdcronic Neuromodulation business. such as dissolution. 

as ignment, or sa le resulting in t he emergence of a successor corporation that, in each case, 

ma y affect compliance with chi s Decree; (ii ) che c reation or disso lucion of s ubs idiari es, 

franch isees, affiliates, or ''doing business as" e ntiti es, or any other change in the corporate 

scruccu rc of I\ lcdtron ic Ncuromodulacion or in the sale or assignme nt of any b us iness assccs, 

such as buildings, equipment, or in vencory, that, in each case. may affect compliance \\"ith 

chis Decrec. l\lcdtronic sha ll provide a copy of this Decree co any pote nti al successor or 

ass ignee at least fifteen (15) days before any sa le or assignment. l\ lcdtroni c shal l furnish 

F D/\ with an affidavit of compl iance with chis paragraph no later than ten (10) days prior co 

such ass ignme nt or change in owners hi p. 

20. /\II notification-;, correspondence, and commu nications requ ired co be sent co 

FOA by the terms of this Decree shall be addressed co che Dist rict Director, forncapo li s 

D istrict Office, 250 Jarqueccc ;\,·e., Suire 600, l inneapolis, i\ IN 55401. All notifications, 

corresponde nce, and communica tio ns req uired co be sent co D efendants by the te rms of chis 

D ecree sha ll be addressed co Director of Consent Decree Compliance T ask Force, 

l\ lcdrronic Ncuromodularion, 7000 Central Avenue NE, J'\ l innt:apolis, i\·fN 55-J.32. 
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FINAN C I A L PROVISIONS 

21. I n the event that Defendants fail. as determined by F DA. ro com ply with any 

time frame or prov ision of this Decree, then F DA shall have the sole and unrev iewable 

discretion ro o rder i\ledcronic co pay the U nited Scates Treasury as liquidated damages the 

s um of fi fteen tho11sand dollars ($15,000.00) per ,·io lacion of this Decree and an additional 

sum of fifteen thousand dollars ($1.5,000.00) for each day sut:h violation continues. 

22. In chc event Ocfendancs fa il, as determined by FDA, co satisfactoril y 

comple te one o r more of che numbe red see ps, incl uding che completion dace fo r a ll 

numbered s teps, in che work plan refe renced in paragraph 6. D, F DA may order ledcronic 

ro pay th e Un iced Scares Treasury as liquidated damages th<.: sum of fifteen thousand dolla rs 

($15.000.00) for each incom plete numbered ste p. per business day (e.g .. if nm see ps are not 

time ly con1 p lied with for two bus iness days, th en liquidated damages may be assessed up co 

$60,000.00), uncil the num bered seep is fully imple n1enced and comple ted to FOA's 

satisfaction. The amounc of li q uidated damages imposed un de r paragrap hs 21 and/or 22 shall 

nor exceed te n (10) m illion dollars ($10,000,000.00) in any one calendar yea r. 

?" -"'· The remedy under paragraphs 21-22 shall bt: in additi on co any other 

re medies a\·a ilablc co the Un iced Scates unde r this Decree or the law. D e fendants 

understand and agree that the imposition of liquidated dam ages und<.:r paragraphs 21- 22 

docs no t in any way limi t the abi lity of che Unic<.:d Scates to seek. or che power of the Courc 

to impose, additional criminal or ci,·il penal ties or remedies based o n conduct thac may al o 

be chc basis fo r pay ment of liquidated damag<..:s pursuant to paragraphs 21- 22. 
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GENERAL PROVIS IONS 

24. Ddendanrs shall abide by che decisions of FDA, and FDA's deci sions shal l be 

final. All decisions confe rred upon FD/\ in this Dcc.:ree shall be vescccl in FDA's discretion 

and, if contested. shall be rc,·iewed by this Court under the arbitrary and capricious standard 

set forth in 5 U.S.C. § 706(2)(A). Rc,·icw by th e Court of any FDA decision rendered under 

this Decree shall be based exclusively on the written record before FDA at the t ime the 

decision was made. No disco,·ery shall be taken by any parry. 

Should che United Scaces bring, and pre ,·a il in, a conce mpc accio n to en fo rce 

the terms of chis Decree, i\kdcronic sha ll, in addition to other remedies, reimburse the 

Uniced Srnces for its attorneys ' fees, investigaciona l expenses, expert wi tn ess fot.:s, t ravel 

expenses incurred by attorneys and witnesses. and admin i cr:ltive cou rt costs re lacing to 

s uch conte mpt proceedings. 

26. The parries may ac any time petition each other in 'nicing co modify any 

dead line provided he re in ; and if the parries mutually agree in writing to modify a deadline, 

such modification may be ~ranted and n1ay become cffccti,·e without lea,·e of the Court. 

27. If, and for so long as, an indi vidual defendant ceases co be employed by and 

co ace on behalf of lcdcronic or any of ics suh-;i<liaries, franchisees. affi liates and/or "doing 

b usiness as" e ncic ics, th en chat individual s ha ll not be subject co chis Decree, except as co 

such individ ua l's acc(s) or foi lure(s) co act under this Decree prior co the cimc s uch 

individual ceased to be employed by and co act on behalf of i\ ledcronic or any of its 

s ubsidia ri es, franchisees, affiliates, and/or "doing business as" encicies. 

25 



CASE 0:15-cv-02168   Document 3   Filed 04/27/15   Page 26 of 27

28. T his Coun rernins jurisdiction o\·er this action and the parries thereto for the 

purpose of enforcing and modifying this Decree and for the purpose of granting such 

additional relief as may he necessary or appropriate. SO ORDERED: 

This _ _ _ _ d~1yof _ _ . 2015. 

T he undersigned hereby consenc ro the enrry of the foregoing Decree: 

UNITED ST AT ES DISTRICT JLJDCE 
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· ~Medtronic 

Medtronic, Inc. 

7000 Central Avenue NE 
Minneapolis, MN 55432 
Technical Services: (800) 707-0933 
www.facts.synchromed.com 

Dear Physician or Healthcare Provider, 

We are writing to announce that Medtronic Neuromodulation has reached an agreement with the U.S. 
Food and Drug Administration (FDA) relating to the Synchr0Med11 drug infusion system and the Medtronic 
Neuromodulation quality system. This agreement, which is in the form of a consent decree, defines a 
path forward for Medtronic to complete certain corrections and enhancements to the SynchroMed 
pump and the Neuromodulation quality system. The decree requires Medtronic to comply with the 
FDA's Quality System regulation for medical devices, set forth in 21 CFR Part 820, and limits Medtronic's 
ability to manufacture and distribute the SynchroMed drug infusion system, unless specific conditions 
are met. To prevent disruption to patient care during this time, the FDA will all.ow limited manufacturing 
and distribution of SynchroMed drug infusion pumps for currently implanted patients who require a 
replacement, and with new patients 'under conditions of medical necessity, as described below. 

Under this agreement, Medtronic is required to implement a plan to make certain changes to the 
SynchroMed drug infusion pump. These will include design changes to address issues previously 
communicated in medical device correction notices, which can be found at 
http! /professional.medtronic.com/pt/neuro/idd/ind/product-advisories. The agreement also requires 
Medtronic to engage an independent expert to inspect the Neuromodulation quality system, processes, 
and records and to obtain the expert's certification that the system is in compliance with the requirements 
of the decree. Once the compliance of Medtronic Neuromodulation's quality system is certified to the 
FDA's satisfaction, the limitations on manufacture and distribution of SynchroMed pumps will be lifted. 

With this announcement, there is no new information to share about the safety and performance of the 
SynchroMed drug infusion system. In addition, there is no new action required on the part of patients 
presently using the system. 

Medtronic may provide SynchroMed drug infusion pumps as follows: 

• Replacement Patients: The agreement permits Medtronic to provide a replacement SynchroMed pump 
because existing pump patients may be adversely affected by suddenly discontinuing their use of 
the pump. 

• New Patients: The agreement permits Medtronic to provide a SynchroMed pump for a new patient 
when, in the professional judgment of a physician, the pump is medically necessary to treat one or more 
of the following medical conditions, and the benefits of such treatment outweigh the risks: (i) severe 
spasticity; (ii) chronic intractable pain; (iii) severe chronic pain; or (iv) primary or metastatic cancer. 

In order to fulfill a patient's need based on one of the two scenarios listed above, there will be a 
certification process provided by Medtronic for the purpose of documenting that the patient meets one of 
these two criteria. We recognize the additional time required to complete this certification and will strive to 
facilitate an efficient process. 

MOT10728 
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~Medtronic 

The consent decree also allows Medtronic to continue to manufacture and distribute components and 
accessories to support currently implanted SynchroMed drug infusion systems. Examples of components 
and accessories include catheters, refill kits, catheter access port kits, catheter revision kits, and accessory 
kits. We do not want patients who currently use the SynchroMed system to be adversely affected by any 
delay in shipping such components and accessories. 

Medtronic takes this action very seriously and we apologize for any Inconvenience that this may cause. We 
are dedicated to supporting you and your patients during this time. If you hove ony questions or feedback, 

please call Medtronic Technical Services at (800) 707-0933. 

Sincerely, 

Tom Tefft 
Senior Vice President and President 
Medtronic Neuromodulation 

Julie Foster 
General Manager and Vice President 
Pain Stimulation/Targeted Drug Delivery 
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CERTIFICATION OF MEDICAL NECESSITY 
SYNCHROMED• DRUG INFUSION PUMP 

To be completed by the patient's physician 

~Medtronic 

I have received and reviewed the notification trom Medtronic Neuromodulation regarding the 
agreement (Decree) between Medtronic and the U.S. Food and Drug Administration (FDA) concerning 
the manufacture and distribution of the SynchroMed drug infusion system. 

I have discussed this agreement with my patient. Based on my consideration of the patient's condition 
during my medical evaluation, I have determined, in my professional judgment, that the SynchroMed 
drug infusion pump is medically necessary to treat the patient's condition and that the benefits of such 
treatment outweigh the risks. 

From the list below, please indicate the medical condition that requires treatment with the SynchroMed 
drug infusion pump. 

The patient suffers from: 

0 Chronic intractable pain 

0 Severe chronic pain 

0 Severe spasticity 

0 Primary or metastatic cancer 

Physician Signature 

Physician Name (printed) 

Date 

Contact Number 

2 
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REPLACEMENT PUMP CERTIFICATION 
SYNCHROMED$ DRUG INFUSION PUMP 

To be completed by the patient's physician 

~Medtronic 

I have received and reviewed the notification from Medtronic Neuromodulation regarding the 
agreement (Decree) between Medtronic and the U.S. Food and Drug Administration (FDA) concerning 
the manufacture and distribution of the SynchroMed drug infusion system. 

. . 

I have discussed th is agreement with my patient. My patient currently has a SynchroMed drug infusion 
pump implanted. 

I am requesting a replacement SynchroMed drug infusion pump for this patient. 

Physician Signatur~ Date 

Physician Name (printed) Contact Number 

2 
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