
DE P ARTM ENT OF HEALTH AND HUMAi'l SE RVI C E S 

FOOD AND DRUG ADMINISTRATION 


DISTRICT ADDRESS AND PHONE NUMBER 

1 58 - 1 5 Liberty Aven u e 
Jama ica, NY 114 33 
(7 1 8) 3 4 0 - 7 000 Ex t : 5301 Fax : ( 7 1 8)662 - 5661 

OATE(S) OF INSPECTION 

11/29/201 6 - 1 2/1 6/201 6* 
FEI NUMBER 

131 8360 

NAME AND TI'TLE OF INDIVIDUAL TO WHOM REPORT ISSUED 

Andrew I . Seal f on Pres i d e n t & CEO ' 
F IRM NAME 

Re p r o - Me d Sy s tems , I nc . 

STREET ADDRESS 

2 4 Carp e n ter Rd 
CITY. STATE. ZIP CODE. COUNTRY 

Che s ter, NY 1 091 8 - 1 05 7 

TYPE ESTABLISHMENT INSPECTED 

Me dica l Device Ma n u fac t u rer 

TI1is d ocwuent lists ob servat ions made by th e FDA representative{ s) during th e inspection of your facility. TI1ey are inspect ion al 
observa tions, and do not represent a final Agency d et ermination regarding your compli an ce. Ifyou h ave an obj ect ion regarding an 
observa tion, or have implemented, or p lan to implement, con·ect ive action in resp onse to an observation, you may discuss the obj ection or 
action w ith th e FDA rep resentative{s) dwmg th e inspection or submit this infollllation to FDA at the address ab ove . If you have any 
questions, please contact FDA at th e phone muuber and address above . 

The observations noted in this Form FDA-483 are not an exhaustive listing ofobjectionable conditions. Under the law, y our 
firm is responsible f or conducting internal self-audits to identify and con·ect any and all violations ofthe quality system 
requirements. 

DURING AN INSPECTION OF YOUR FIRM I OB SERVED: 

O BSE RVATION 1 

A conection or removal, conducted to reduce a risk to health posed by a device, was not reported in 

writing to FDA. 


Specifically, your fi1m on 3/ 10/2016 issued a Conections and Removal Notification to your customers covering 
multiple lots ofHigH-Flo Subcutaneous Safety Needle sets and Precision Flow Rate Tubing manufactured 
between 1/ 4/2016 and 2/26/2016 , due to defects (gaps) f01md in the supplier's seal of sterile bag Part number 

1 ~D) (4 ~ f01md during post-ste1ilization inspection. Within your Con ections and Removal Notification dated 
3/ 10/2 016 your fi1m states tmder the Risk to Health section of the Recall Notification, "The use of affected 
product may possibly cause adverse health consequences, such as infection and illness". Additionally, the 
Notification requested, "the products to be retumed to RMS for disposition." 

On 3/ 18/ 2016 your fum issued an updated Conections and Removal Notification to your customers which limited 

1 U 
the scope ofaffected product to a time period ofmanufacturing lots from 2/8/ 2016 and 2/26/2016 which includes

lots ofHigH-Flo Subcutaneous Safety Needle sets and~>H•J lots of Precision Flow Rate Tubing. 

This con ection and removal was not concluded to be a rep01table event to FDA and the District Recall 

Coordinator was not contacted to initiate a recall with FDA. 


O BSERVATION 2 

Procedm es for design change have not been adequately established. 


AM ENDMENTl 

EMPLOYEE(S) SIGNATURE DATE ISSUED 

12/lft(201.6Scott R Izyk, I n ve s t igato r 1 2/1 6/201 6 SEE REVERSE 
OF THIS PAGE X Scot!: R Izylt.......,. 

SIO"'tdbt': ScotlR.tf,t;-$~-"" 

FORM FDA 483 (09108) PREVIOUS EDmON OBSOlEJE INSPE CTI O NAL O BSE R VATIONS PAGE I OF7 PAGES 



DE P ART M E NT OF HEALTH AND HUMAi'l SE RVI C E S 

FOOD AND DRUG ADMINISTRATION 


DISTRICT ADDRESS AND PHONE NUMBER OATE(S) OF INSPECTION 

1 58 - 1 5 L i b erty Aven u e 11/29/201 6 - 1 2/1 6/201 6 * 
FEI NUMBERJamaic a, NY 114 33 
131 8360(7 1 8) 3 4 0 - 7 000 Ext : 5301 Fax : (7 1 8)662 - 5661 

NAME A ND TI'TLE OF IND IVIDUAL TO WHOM REPORT ISSUED 

An d rew I . Seal f on , Pre s i d e n t & CEO 
F IRM NAME STREET ADDRESS 

Re p r o - Me d Sy s tems , I nc . 2 4 Carp e n ter Rd 
CITY. STATE. ZIP CODE. COUNTRY 

Che s ter, NY 1 09 1 8 - 1 05 7 

TYPE ESTABLISHMENT INSPECTED 

Me d i c a l Devic e Ma n u fac t u rer 

Specifically, your fi1m~proved Engineering Change Order Request, ECO [( D) ("1. ) I on 10/ 12/2015 , in which 
your fum changed the (b .2E[ ""_j 
Your fum failed to perf01m veiification and/or vafidation actiVities related to this design change to ensure the 
design change had no negative impact on the packaging or product. 

O BSER VATION 3 

Procedm es for con ective an d pr eventive action have n ot been adequ ately established. 


Specifically, 
a) Your fum did not adequately perf01m verification ofconective action. CAPAJ@~:(4) J.was opened as a 
conective action related to inadequate design control procedures. The CAPA states the verification 

r--
acce

· 
ptance criteria to close the CAPA shall include ' ( 6 ) ("1. ) 

I . 
~ 


Your fum selected the cun ent projec~!?) (4) ,._J,to show effec tiveness of the con ective actions. Your 
fum is still cunently in th e design validation phase for this project and no completed and approved DMR 
exists for this project but your fi1m closed the CAPA on 11/ 16/ 2 016. The CAPA was closed without all 
verification acceptance crite1ia defined by your fum being met. 

b) Your fi1m 's CAPA investigations appear to be inadequate : 

I) Your fum discovered [ D) _ill) 
product's sterile bag packagmg, found 1~ tubing sets E 4< I from lot numbeiJ 6 ) (4) with ~Js and dips in the 

m1 ing post stenlization inspection. CAPA {b) {4) opened on 

I3/ · 2/ 2016 as a result of inadequate root cause investigation by supplier when issued SCAR - CAP~~' (4),J 
Your fum released 4(b) < 1tubing sets on 2/ 29/ 2016 from this lot prior to perf01ming an investigatiOn into the 

root cause of this non-conf01mity. 

Additionally, after your fum dete1mined the packa~g isJ affected both tubing and needle sets, the CAPA 
did not investigate the effects of your fi1m's 2016 (1:5 ) {4) Bioburden test results for the needle production 
area. Your fi1m had a contract laborat01y pe1f01m 6io6urden testing on pre-sterilization Needle Set[(b ) (4 ); 
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4(bll JLot~l.=)!)J. completed on 1/22/2016. The results of this bioburden testing were higher than your film's 
Action Llllllt for cfu. Your fum did not investigate the effects of the bioburden results on your stetile product. 

2) Your film collected a pre-sterilization sample from Needle Set i(D) (4 ILot i( D) (4)I for bioburden 
testing for ((o) (4) 1for your needle production area. This sample was collected on 1/ 15/2016 and test 
report completed by an outside laborat01y on 1/22/2016. The results were detetmined to be higher than your 
Action Limit but your fum did not open a CAPA tmtil4/27/2016, CAPA ((o) (4) 1after your fum had 
already received the results of the I( D) (4) Ibioburden testing for the needle production area. Once 
the CAP A was opened your fum still did not investigate the actual effect on product manufactured during the 
1(6) (4) I including sterility related to the results being above your set action limit. 

c) Your fum's cunent Conective & Preventive Actions procedure SOP 8034 Rev. H dated 3/23/2016 which 
is the only CAP A procedure cunently in use, states tmder section 4.6 that, '\(b) (4) 

I II 

The procedure goes on to state that, '[(b) (4) 1 
r 1-" 

Your fum had 3 out of!tiH•J CAPAs reviewed during this inspection coveting the time period since the previous 

FDA inspection, in which your fum is not following its CAP A procedure for requesting extensions ofCAPA. 


The CAPA which were still open at time of inspection, CAPA ((o) (4) opened 3/2/2016, CAPA 
i(D) (4) I opened 4/27/2016 and CAPA[( D) (4) opened 10/15/2015 . There is no documented request for
extension or justification for needing additional time or new CAPA due date documented within these tlu·ee 
CAPA. 

O BSERVATION 4 
Procedmes have not been adequately established to control product that does not conf01m to specified 
requirements . 
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Specifically, your fi1m has not adequately established procedures to control product that does not conf01m to 
specified requirements: including documentation of the justification for use of nonconf01ming product and the 
signature of the individual authorizing the use, the evaluation, segregation and the dete1mination of the need for 
an investigation: 

a) During Post-Sterilization Ins:Jtion of sterile Flow Tubing Pa1t [ l:> ) (4~ Lot~:(m~ on 2/26/2016 
your fum rejecte~p5) (4) tubing sets for defective manufacturer's bag seal, ags came from Part 
Number (D) {4 )1 RMS Lot number 109. The acceptance crite1ia for post-sterilization inspection follows 
r(o) (4 ) I·Your fum accepted (b) (4)tubing sets from this lot on 2/29/2016 for 
release to di.Strimrtion. Prior to releasing this lot to distrimrtion your fum did not open a Nonconf01ming 
record, intemal CAPA or other record to review the rejected lot, evaluate the nonconf01mity, investigate 
or have documented justification to use as is the nonconf01ming lot. 

b) During Post-Sterilization Inspection of Tubing Set1 4<b) < l Lot[(ol (4 ~ on 2/1/2016 the lot failed to 
meet its Acceptance C1iteria of Accept on(D1 and reject on (1>)(. Actual sample size tested unknown only 
states ALL. Your fum rejected D) 4 ) and the comment states'~ (4) .._j". 
The lot was accepted and released for invent01y and distribution on 2TI T2016 Without documented 
justification for it be to used as is. Additionally, your fum did not open a non-conf01ming record or 
CAPA to evaluate, segregate or document the dete1mination for the need for an investigation. 

c) Your fi1m issued a SCAR on 5/5/2016 to your supplier ofPa1t Number j(b) (4)1 for manufacturer seal 
failures found dming in-process inspection of Tubing Lot number[ o _(41J tmder CAPA~~4l J 
(SCAR). Your fum did not open a non-conf01ming material rep01t or an mtemal CAPA to evaluate, 
segregate, investigate or document your fi1m 's disposition of the lot offailing product. Your fum was 
unable to provide inf01mation related to the actual number of bags which failed in-process inspection. 

d) On 8/25/2016 your fum perf01med incoming inspection on Product/Prut #[(o) (4) 12mm needle 
set subassembly Lot number[(o) (4)1 which failed to meet your acceptance c1iteria. Four days later your fi1m 
perf01med incoming inspection on Prut number[(b) (4) J9 mm Needle Set Subassemblies tmder Lot number 
I[(of(4 )l which also failed to meet incoming acceptance c1i te1ia on 8/29/2016. Your fi1m only opened one 
nonconf01mance Rep01t , NCR[(o ) (4) ] for these two separate prut numbers and incoming inspection failures. 
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OBSER VATION 5 
Procedm es for receiving, reviewing, and evaluating complaints by a fonnally designated unit have n ot 
been adequately establish ed. 

Specifically, 

a) A total of 3 out ofltil< complaints reviewed received from July 2015 to the start ofthis inspection, were not 
evaluated for MDR reportability. 

ComplaintK~~4 dated 8/ 4/2016 involving tubing snapping where it connects to the syringe with a 
patient involved, Com~~p::>) ( 4 ~dated 8/ 24/ 20 16 in which tube breaking was report ed with patients 
involved and Complaint D "(4) dated 8/ 17/ 2015 in which~" patients report ed extended length of time for 
infusion. 

p 

b)Your firm's complaint investigation is inadequate in ensuring that all information related to an event is 
being collected in order to fully evaluate the complaint for Reportability and to fully investigate the product 
malftmction. Complaints do not document attempts to gather all pert inent information regarding the event 
including information such as what pump, tubing, syringe or needle was being used together during inftrsion 
or in the example of Complaints!( D) ( 4 ) Iany patient information including cunent status 
of the patients. 

Additionally, within Complaint i( D) (4) Iyour fum was informed that similar malftmction events occmTed 
ltif previous times by other end users within the month. Your fum did not attempt to collect information 
regarding the !tinprevious events after becoming aware. 

c) Your fum ' s complaint investigation was inadequate for Complaint[(or 4 )- 1-Your firm received 
information related to {bll4~ patients complaining about tubing malftmctions including one event where a tube 
snapped where it connects to the syringe. The tubing lot numbers Product (D) rl-) Lot i( D) (4) I 
~were provided but your fum did not review the DHRs as part of the investigation into the 

. 
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d) Within 3 out of the (I>)( complaints reviewed received from July 2015 to the start of this inspection, your fum 
filed multiple patient involved events within one complaint file. Complain~$6) ("1. ) I(j'different patients 
and events),[(o ) (4) ] Q'different patient and events), and[ 6) (4) r )( different patients and events). 
Your fum did not have separate complaint files to allow for full investigation ofeach patient event and no 
documentation showing each complaint event was reviewed for MDR rep01tability. 

O BSER VATION 6 

Rework and reevaluation activities have not been documented in th e device hist01y record. 


Specifically, your fi1m reworked manufacturing lots ofneedles and tubes from in-house invent01y or retumed to 

your fum from customers from the Con ection and Removal Notification lots identified in the March 18, 2016 

updated notification by re-labeling the needles and tubes with a clear sticker with a "'1 to be added over the 

original lot number. Your fum could not provide documentation showing reevaluation activities after relabeling 

of the product or how many tmits or which manufacturing lots were reworked, accepted and released back into 

distribution. 


This rework is not documented within DHRs, CAPA or any other documentation your fum could provide. 

O BSER VATION 7 

Design ver ification does not confi1m that design output meets design input requirements. 


Specifically, your fum perf01med testing under Test Rep01t~~) J to dete1mine the number of cycles a 

FreedomEdge System can be used before repair or replacement ofthe device sp1ing. Your fum used a sample size 

o~(D) (4)l without providing rationale for only testing [( D) (4) I rather than a greater number ofpumps. 


O BSER VATION 8 

Records of acceptable suppliers h ave not been adequately established. 


Specifically, your film 's manufacturer of Prut number [(o ) (4 )I bag located in [(of(4 1is not included within 

your approved supplier list.. 


r 
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Additionally, your fum could not provide records ofsupplier qualification and evaluation for the1(6) (4) ] 
location of this supplier following your Extemal Supplier Qualification & Evaluation SOP 8008 Rev. B 
procedure. 

Annotations to Observations 
Observation 1 : Not annotated 
Observation 2: Not annotated 
Observation 3: Not annotated 
Observation 4: Not annotated 
Observation 5: Not annotated 
Observation 6: Not annotated 
Observation 7 : Not annotated 
Observation 8: Not annotated 

*DATES OF INSPECTION 
11/29/2016(Tue), ll/30/2016(Wed),12/01/2016(Thu), l 2/02/2016(Fri), l2/06/2016(Tue),12/14/2016(Wed 
),12116/2016(Fri) 

AM ENDMENT l 

SEE REVERSE 
OF THIS PAGE 

EMPLOYEE(S) SIGNATURE 

Scott R Izyk, I nvestigat o r 
DATE ISSUED 

1 2/1 6/201 6 12/lft(201.6

X Scot!:R Izylt.......,. 
SIO"'tdbt': ScotlR.tf,t;-$~-"" 

FORM FDA 483 (09108) PREVIOUS EDmON OBSOLETE INSPECTIONAL OBSERVATIONS PAGE70F7PAGES 


	DEPARTMENT OF HEALTH AND HUMAN SERVICES
	Observation 1
	Observation 2
	Observation 3
	Observation 4
	Observation 5
	Observation 6
	Observation 7
	Observation 8
	Annotations to Observations 
	*DATES OF INSPECTION 



