
Medtronic Looks to New Products 
As Quality Fixes Continue

Medtronic is looking forward to several upcoming product 
launches to boost revenues and help offset spending on quality 
issues, the company said. 

The company plans U.S. launches of its CoreValve transcatheter 
aortic valve in the first half of fiscal 2015, Symplicity renal denerva-
tion system for treatment-resistant hypertension the same year, and 
Admiral drug-eluting balloon in fiscal 2016. 

As Medtronic awaits these launches, it anticipates continued 
pressure for its U.S. diabetes business — down 3 percent in the first 
quarter — pending approval of the MiniMed 530G system, said 
Chair and CEO Omar Ishrak. The company is aiming for a fiscal 

FDA Recommends Manufacturers 
Conduct Additional Battery Testing

Manufacturers may want to put more effort into testing batteries 
destined for use in medical products. According to an FDA official, 
agency inspectors will be looking at production controls and accep-
tance activities related to batteries, as well as battery storage, during 
routine audits of manufacturing facilities. 

Inspectors will be on the lookout for such quality issues as unex-
plained battery depletion, battery leakage and unexplained pre-
mature failure of implanted devices, said Kimberly Lewandowski-
Walker, in the FDA’s Division of Field Investigations. The most 
intense scrutiny will be on higher-risk implantable devices that use 
batteries. Lewandowski-Walker spoke recently at a two-day public 
workshop on battery-powered devices.

Mary Weick-Brady, a senior policy advisor at CDRH, advised 
companies making battery-assisted devices that are used in the 
home to strengthen their customer service arms to encourage report-
ing of problems, including MDRs.
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Intuitive Warning Letter Notes 
Unreported Field Corrections

Intuitive Surgical, a Sunnyvale, Calif., maker 
of surgical robots, failed to inform the FDA of sev-
eral field corrections, resulting in a warning letter. 

The FDA cites examples of the failures in its 
July 16 letter, including a 2011 correction involv-
ing letters to customers with advice on the proper 
use of the surgical system’s tip cover accessory. 
This correction came in response to complaints 
and medical device reports “for arcing through 
damaged tip covers that caused patient injuries,” 
the warning says. The company did not report this 
correction to the FDA at the time, the letter adds. 

Additional examples include: 

 ● An October 2011 correction via letter noti-
fying customers that the da Vinci Surgical 
System, promoted for thyroidectomy indica-
tions, is not cleared for that use. The com-
pany was aware of complaints and MDRs 
related to such procedures performed with 
the device, the warning letter says;

 ● An October 2011 correction via letter 
with information on inspecting cannulas, 
proper flushing of instruments and proper 
transportation of the da Vinci Surgical 
System between buildings; and 

 ● A January 2013 correction consisting of 
letters and an addendum to a replacement 
user manual describing changes to the 
types of patients and conditions for which 
da Vinci TORS is indicated, including a 
warning against use in pediatric patients.

According to the warning letter, the FDA has 
brought field correction and removal violations to 
the company’s attention before, in a 2008 untitled 
letter and in a 2002 Form 483. 

During an April 1 to May 30 inspection, an 
investigator with the FDA’s San Francisco dis-
trict office also found inadequate documentation 
for design input requirements. Intuitive shared 
information with the investigator about patient 
injuries associated with the cleaning of ener-
gized instruments inside patients during surgery. 

Intuitive said it learned this is a common prac-
tice and added a label warning against it in the da 
Vinci instructions for use. However, the company 
did not provide the investigator with the design 
input documentation and design resolution of this 
known user need, the letter says.

Intuitive’s July announcement of the expected 
warning letter prompted a drop in its share price 
(GMP, August). In the report, the company said it 
was in the process of correcting the observations. 

The warning letter notes that a follow-up 
inspection will be necessary to assess the compa-
ny’s corrections. 

Intuitive did not comment on the warning let-
ter by press time. The letter is available at www.
fdanews.com/ext/files/08-6-13-Intuitive.pdf. 
— April Hollis

Integra Sees Positive Inspection 
Following 2011 Warning Letter

Integra LifeSciences had a positive inspection 
of its Plainsboro, N.J., facility last month, demon-
strating successful remediation of citations from 
a late-2011 FDA warning letter. 

The July 16 to Aug. 14 inspection “focused 
primarily on the issues raised in the warning let-
ter and in previous inspections of the Plains-
boro facility,” according to a recent SEC filing. 
“The FDA found that the company had addressed 
the issues … and it issued no other inspectional 
observations,” the company adds. 

The agency also determined that Integra’s 
quality management system was adequate. 

In the 2011 warning letter, the FDA cited 
mold in an equipment room, unclear environmen-
tal control procedures and failure to adequately 
complete cleaning validation processes, among 
other deficiencies (GMP, February 2012). The 
agency also pointed to corrective and preventive 
action and medical device reporting problems. 

Integra declined to provide details on its reme-
diation activities, but noted that for now it is still 
operating under the warning letter. — April Hollis

http://www.fdanews.com/newsletter/article?articleId=157542&issueId=17029
http://www.fdanews.com/ext/files/08-6-13-Intuitive.pdf
http://www.fdanews.com/ext/files/08-6-13-Intuitive.pdf
http://www.fdanews.com/newsletter/article?articleId=143677&issueId=15473
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FDA Warns Reprocessor Over 
Validation, Quality Failures

The FDA has warned Zeppessis Reprocessing 
over numerous GMP deviations at its Garden City, 
Idaho, facility, including several validation fail-
ures. The company reprocesses Stryker’s Neptune 
1 and 2 waste management system manifolds.

According to the Aug. 9 letter posted recently 
online, the seven-step cleaning protocol for repro-
cessing manifolds had not been validated to assure 
the devices consistently meet requirements. Addi-
tionally, Zeppessis had not validated the use of an 
industrial degreaser or manual use of the high-
level disinfectant Cidex OPA-C for reprocess-
ing manifolds. The warning follows an April 8-11 
inspection by the FDA’s Seattle district office. 

The letter goes on to describe how Zeppessis 
adds a rubber o-ring between the upper and lower 
casings of reprocessed manifolds, although it is not 
included on manifolds supplied by Stryker. The 
company has not properly validated the use of the 
o-rings and has received at least one complaint 
of an oversized o-ring causing a manifold to jam 
inside a Stryker Neptune machine. 

Zeppessis also failed to validate manifold func-
tion, including functionality of the reflux preven-
tion valve, after reprocessing a manifold up to four 
times. The company’s policies and procedures 
describe manifolds as “noncritical,” the letter says. 
“However, if the manifold reflux prevention valve 
fails, collected fluid may reflux back into the patient.”

Additional citations relate to: 

 ● Complaint files;
 ● Corrective and preventive action procedures;
 ● Production process control and monitoring;
 ● Distribution procedure documentation;
 ● Device history records; and
 ● Quality system procedures.

The FDA says Zeppessis failed to document 
acceptance criteria for the release of reprocessed 
manifolds and has no device master record for the 
manifolds. Further, the company does not main-
tain or refer to the location of documents covering 
device, component and software specifications or 

quality assurance procedures and specifications. 
And, the agency adds, Zeppessis has never con-
ducted any quality audits.

In addition to the quality issues, Zeppessis is 
distributing the reprocessed Stryker manifolds 
without premarket clearance or approval, the 
warning letter notes.  

Zeppessis could not be reached for comment by 
press time. The letter is available at www.fdanews.
com/ext/files/08-27-13-Zeppessis.pdf. — April Hollis

‘No Hand Soap in Washrooms’ 
Brings Warning for Devicemaker

Hubei Weikang Protective Products, a Chi-
nese manufacturer of surgical masks, did not pro-
vide hand soap in its washrooms, according to an 
FDA warning letter. 

The company also lacked the “means for 
employees to dry their hands in a sanitary man-
ner,” according to the Aug. 12 letter posted 
recently online. The FDA goes on to chide Hubei 
for failing to post procedures on the proper way 
to gown and wash up before entering the produc-
tion area. The comments followed an April 1-4 
inspection of Hubei’s Xiantao City facility. 

During the inspection, an investigator saw cer-
tain equipment left uncleaned after its last use, 
noting “miscellaneous debris and dust.” The inves-
tigator also saw rolls of nonwoven material stored 
in the warehouse with no identification labels. 

While labeling on Hubei’s surgical masks states 
that it meets international standard EN 14683 Type 
I or Type II, the company lacked documentation 
that the devices conform to the standard.

Meanwhile, Hubei’s corrective and preven-
tive action procedure does not require the imple-
mentation, verification or validation of corrective 
actions. The company did not verify the two CAPAs 
generated since January 2012, the letter says.

Hubei Weikang could not be reached for a 
comment by press time. The warning letter is 
available at www.fdanews.com/ext/files/08-27-13-
Hubei.pdf. — April Hollis 

http://www.fdanews.com/ext/files/08-27-13-Zeppessis.pdf
http://www.fdanews.com/ext/files/08-27-13-Zeppessis.pdf
http://www.fdanews.com/ext/files/08-27-13-Hubei.pdf
http://www.fdanews.com/ext/files/08-27-13-Hubei.pdf
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2014 approval of the device, which is the U.S. 
version of the Veo pump.

To this end, Medtronic has “diverted sig-
nificant people and resources to … address 
the FDA’s quality system findings quickly and 
effectively,” said Chief Financial Officer Gary 
Ellis. “This diversion is negatively affecting the 
timing of our upcoming product launches and 
we now expect our next-generation pump plat-
form, the MiniMed 640G, to launch in interna-
tional markets in the second half of this fiscal 
year,” he added. 

In June, Medtronic Neuromodulation received 
a Form 483 for continuing to distribute models 
of SC catheters that didn’t conform to an updated 
design, intended to fix a field issue.

The FDA also cited the devicemaker for 
distributing lead kits containing nonconform-
ing lead caps between Nov. 19, 2012, and Jan. 
20 of this year. And last year, the company was 
warned for taking insufficient steps to resolve a 

motor issue with SynchroMed II pumps (GMP, 
September 2012). 

Ellis noted that R&D spending in fiscal 2014 
will be about 9 percent of Medtronic’s revenues 
— off slightly from 9.4 percent the previous year 
— “due to the tradeoffs we are making to partially 
offset the device tax, as well as shifting R&D 
resources to resolve pending quality issues.”

The company’s U.S. business dropped 1 per-
cent in the first quarter of fiscal 2014, on pres-
sures in cardiac rhythm disease management 
implants, PainStim and diabetes, Ishrak said. 
“We expect full recovery in all three of these 
businesses within the fiscal year,” he assured 
shareholders, pointing to ongoing and upcom-
ing launches.

Leerink Swann analyst Danielle Antalffy said 
the anticipated product launches, coupled with 
recovered bulk sales, hospital inventory tied to 
new and recent implantable cardioverter defibril-
lator launches and easing U.S. supply issues with 
PainStim, will benefit Medtronic’s outlook for the 
rest of the fiscal year. — April Hollis

Medtronic, from Page 1

Form 483s are the most detailed records available of an inspection, and for that reason they are the best source of information
about what happens during FDA inspections. No spin, just straight reporting from the inspectors themselves.

At FDAnews, we write about FDA inspections every day, thoroughly reviewing and analyzing the latest 483s to spot trends
and reveal need-to-know details that are essential to our readers. These records are among the most valuable documents
we get from the FDA.

Now, we’re making these 483s available directly to you. By reading these official records of inspection, you'll learn how to:

• Prepare your own facility to withstand the latest in inspection scrutiny
• Assess your competitors’ compliance by looking at recent 483s
• Background potential business partners' compliance records
• Learn from the mistakes of others as you manage your own manufacturing operations
• Create training and quality improvement scenarios based on real-life findings

With a subscription to 483sOnline.com, you get round-the-clock, unlimited access to nearly a thousand recent 483s ... with new
ones being added weekly. You can search by the name of the company that received the 483, by the date of the inspection, and
by inspector and region. And the 483s are ready for you to download instantly.

483sOnline.com
Immediate Access—Instant Answers

An                      Database

Order online at: www.fdanews.com/36408A
Or call toll free: (888) 838-5578 (inside the U.S.) or +1 (703) 538-7600

http://www.fdanews.com/newsletter/article?articleId=149225&issueId=16108
http://www.fdanews.com/newsletter/article?articleId=149225&issueId=16108
http://www.fdanews.com/36408A
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GE 483 Notes Problems Handling 
Complaints, Nonconforming Materials

Complaint-handling failures at GE Medi-
cal Systems’ El Paso facility resulted in an FDA 
Form 483 after a recent inspection. 

A random review of returned merchandise 
authorizations from August 2012 to May 2013 
turned up eight deficiencies, including failure to 
assess an August 2012 complaint about a tread-
mill that stopped spontaneously on one of GE’s 
CASE Exercise Testing Systems. The device was 
returned for an engineering analysis; however, 
GE could not provide the results of the analysis 
during the FDA’s inspection.

The company was unable to provide the 
results of engineering analyses for six other 
returned devices during the May 8-14 inspection, 
the Form 483 notes. 

The FDA investigator also conducted a ran-
dom review of nonconforming material reports, 
finding six deficiencies including failure to 
investigate several NCMRs. For one complaint 
involving a malfunctioning video display, GE 
could not provide the results of supplier valida-
tion conducted as part of the investigation, the 
form says.

For another report about a unit that would not 
power on, the company could not show results of 
rework done at the manufacturing site.

GE Healthcare said it has implemented appro-
priate corrective and preventive actions and 
responded to the FDA in writing in a timely man-
ner. The Form 483 is available at www.fdanews.
com/ext/files/08-28-13-GE.pdf. 

483 to PETNET Shows 
Failure to Qualify Staff

Siemens’ PETNET Solutions received an 
FDA Form 483 after failing to qualify its staff 
pharmacist to perform visual inspection for the 
appearance testing of certain injections. 

“Your staff pharmacist has not completed the 
visual inspection standard vial test to correctly 
identify particulates in injection solutions,” the 
form says. The pharmacist performed appearance 
testing on an unspecified number of batches of 
finished product without being qualified.

The FDA investigator also saw the phar-
macy manager enter a compounding filtration 
unit without sterile gloves or sleeve covers while 
placing out an environmental monitoring agar 
settling plate. “Approximately two inches of the 
employee’s wrist was not covered, exposing skin 
and hair,” the June 26 form says.

Denver, Colo.-based PETNET did not respond 
to a request for comment by press time. Read the 
Form 483 at www.fdanews.com/ext/files/08-28-
13-PETNET.pdf. 

Symbios Risk Analysis, 
CAPAs Bring Form 483

Symbios Medical Products failed to revali-
date its manufacturing process for modified flow 
restrictor subassemblies (FRSAs) used in infu-
sion pumps after it corrected an issue, a Form 
483 says.

In April 2012, an accidental overfill during 
release testing led to failure of a FRSA that had 
been manufactured with the original method. 
This, in turn, led to rapid emptying of the pump 
contents. The FRSA regulates the flow of pain 
medication into patients recovering from surgery. 
To correct this issue, the company approved a 
change to its manufacturing process but did not 
evaluate the change’s effectiveness or the safety 
of FRSAs manufactured with the new process, 
according to the June 3 form.

The Indianapolis company received two com-
plaints this year about FRSA failures and subse-
quent “fast flow” of pain medication into patients. 
These complaints related to pumps manufactured 

form 483 INsIder

(See Form 483, Page 10)

http://www.fdanews.com/ext/files/08-28-13-GE.pdf
http://www.fdanews.com/ext/files/08-28-13-GE.pdf
http://www.fdanews.com/ext/files/08-28-13-PETNET.pdf
http://www.fdanews.com/ext/files/08-28-13-PETNET.pdf
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Alaris Infusion PC Unit
CareFusion’s Alaris PC unit (model 8015) 

with version 9.14 keyboard processor is being 
recalled due to a voltage problem, a Class I recall 
notice states. If the electronic infusion pump’s 
voltage is 1.4 volts rather than the required 1.8, 
the keyboard processor could stop communicat-
ing with the device’s main processor, causing a 
ceasing of dosing and possibly death. CareFusion 
is contacting customers to provide an update that 
will correct the problem. 

Cordis Optease IVC Filter 
Cordis is recalling 33,000 units of its Optease 

Retrievable Vena Cava Filter because of the danger 
that physicians will implant the filter backwards. 
The correction involves updating the labeling to 
minimize this risk. The affected units were distrib-
uted between May 6, 2010 and April 2, 2013. 

Hospira Blood Administration Sets 
A design flaw has triggered a Class I recall of 

nine varieties of Hospira intravascular administra-
tion sets. According to the company, the piercing 
pin on the blood sets could puncture the outer wall 
of blood bags when inserted, leading to leakage. 

This could expose healthcare personnel to blood 
or delay a patient’s therapy. Hospira is distributing 
shorter, blunter piercing pins and recommends that 
providers “exercise extreme caution” if using the 
blood sets affected by the recall. 

IRadimed Infusion Systems 
Winter Park, Fla.-based IRadimed is recall-

ing its MRidium 3860+ infusion systems with the 
MRidium 1145 dose error reduction system because 
it may recommend an incorrect pump infusion rate 
during setup, the Class I recall notice states. The 
error is linked to a “specific key sequence when the 
override feature of the DERS drug limits is acti-
vated” and could lead to over or under infusion. 
The company asks users to either remove the DERS 
library card or install a corrective software update. 

HypoMon Sleep-Time Glucose Monitor 
Australia’s Therapeutic Good Administration 

issued a recall advisory for Aimedics’ HypoMon 
sleep-time hypoglycemic monitor due to inadequate 
performance. Specifically, HypoMon’s detection of 
nighttime hypoglycemic episodes is below the rate 
specified in the device’s instructions for use. Users 
are instructed to return the device for a full refund.

FDA Warns UK Bone Filler Maker 
Over Purchase Documentation

Penn Pharmaceutical Services, a Wales-based 
maker of synthetic bone filler, lacked documenta-
tion on purchases from Luitpold Pharmaceuticals 
for one of Penn’s products. 

Such documents are needed to identify the 
responsibilities and quality controls for man-
ufacturing the β -TCP 0.5 CC Perio Cups, 
according to the June 11 warning letter posted 
recently online. 

The FDA also cites Penn for its handling of 
an out-of-specification result that led to rejection 
of a material. “There was no investigation for the 
cause of the incident and there was no determina-
tion of what corrective action may have been nec-
essary,” the letter says. In a separate citation, the 

FDA notes Penn did not conduct a “proper inves-
tigation” of a reported seal delamination. 

The agency goes on to rap Penn over its pro-
cedures for monitoring and controlling process 
parameters. 

A review of the company’s self-inspection sched-
ule found certain audit activities were not com-
pleted. In its post-inspection response, Penn said the 
open reports for quality assurance, project manage-
ment (CTS) and CTS packaging were previously 
closed out with CAPA actions. The company told 
the agency that an oversight led to the reports being 
closed without being signed off on or noted as closed. 

The company did not respond to a request for 
comment by press time. The warning letter is at 
www.fdanews.com/ext/files/08-20-13-Penn.pdf. 
— April Hollis 

recalls

http://www.fdanews.com/ext/files/08-20-13-Penn.pdf
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Improper Label Disposal Cited in 
FDA Warning Letter to ChungDo

The FDA has warned ChungDo Pharma, a South 
Korean maker of urinalysis test strips, for destroying 
incorrect labels without proper documentation.

The company’s nonconforming report iden-
tified certain labels as mislabeled, and the com-
pany said they were destroyed. But ChungDo 
“failed to properly document the method of 
destruction, the place and date of the destruc-
tion, the person conducting the destruction and 
the destroyed quantity,” according to the July 30 
warning letter posted recently online. The warn-
ing followed a March 4-7 inspection of the com-
pany’s Chuncheon, South Korea, facility. 

ChungDo also was cited for investigation docu-
mentation. For one nonconforming product, a labo-
ratory investigation was requested and employees 
ran verification tests. However, the company did not 
create an investigation report to verify that the cor-
rect formulation was used during manufacturing, 
and did not confirm the validity of the nonconfor-
mity or draw a conclusion about the cause. 

In another instance, a nonconforming event 
investigation lacked an investigation identi-
fier, such as a nonconforming product registra-
tion number, as required by company procedures. 
The company also failed to investigate the root 
cause of a complaint about an incorrect quantity 
in a Nitrite 10T shipment and failed to update its 
procedure to correct the problem. According to 
the letter, ChungDo had not established adequate 
complaint procedures and its standard operating 
procedure did not provide a relevant time frame 
for closing out complaints. 

Further, ChungDo had neither established a 
stability validation procedure for its Chemview-10 
and Chemview-11 devices nor validated the long-
term stability claim behind the 24-month lifespan 
of Chemview-11. ChungDo did not maintain raw 
data on the accelerated stability test for one lot of 
Chemview-11 to support the product’s expiration 
date. The company told the FDA investigator it 
does not maintain raw data. 

ChungDo said it has responded to the FDA. 
View the warning letter at www.fdanews.com/
ext/files/08-13-13-chungdo.pdf. — April Hollis 

Pay-to-Delay Settlements in the Wake of Actavis
Current, Former FTC Officials Offer Answers

On June 17, the Supreme Court ruled that pay-to-delay settlements in Hatch-Waxman cases are subject to antitrust scrutiny. Because there is no 
statute of limitations, the FTC has said it can make you investigate retroactively. Mark your calendar for Wednesday, Oct. 2, when the FTC’s top 
enforcement officer and two stars of the Washington healthcare antitrust bar engage over the present — and future — of drug patent settlements.

This virtual conference brings you up-to-the-minute information, alerting you to FTC strategy and tactics and helping unravel legal tangles. You’ll 
discover answers to such key questions as:

 • How the Actavis ruling affects options for settling Hatch-Waxman lawsuits  
 • How size of payment and size of market affects risk of antitrust litigation 
 • Which “side deals” will face greatest scrutiny by the FTC 
 • How likely are challenges to no-authorized-generic settlements in the wake of Actavis 
 • And much more

Most importantly, you’ll discover what the FTC is thinking. Who will the agency target first? How much time will it spend on retroactive prosecu-
tions? If drug patents are your life’s blood, you owe it to yourself — and your team — to register now.

An                         Virtual Conference
Live Online • Wednesday, Oct. 2, 2013 • 10:00 a.m. – 12:30 p.m. EDT

Register online at: www.fdanews.com/3265A
Or call toll free: (888) 838-5578 (inside the U.S.) or +1 (703) 538-7600

http://www.fdanews.com/ext/files/08-13-13-chungdo.pdf
http://www.fdanews.com/ext/files/08-13-13-chungdo.pdf
http://www.fdanews.com/3265A
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Aussie Devicemakers Say IMDRF’s 
UDI Guidance Is Confusing

A proposed guidance on unique device identi-
fication should not limit the number of accredited 
global organizations and available coding systems 
manufacturers can use, Australian devicemakers say. 

“As long as the systems meet the ISO standard 
and are accredited, there should be no reason to limit 
the numbers,” the Medical Technology Association 
of Australia writes in comments on the International 
Medical Device Regulators Forum draft guidance. 

MTAA notes, for example, that the UDI data-
base called for in the FDA’s proposed rule might 
not capture device identifiers and product identi-
fiers for products made and supplied outside the 
U.S. IMDRF should recognize that supply chain 
and logistics operators will utilize all available 
systems in the international market. 

Global Adoption 

MTAA also notes that while globally recog-
nized device identifiers are a good idea, the sys-
tem’s success depends on its global adoption 
throughout a supply chain network. The group 
gives the example of a logistics supplier being able 
to use UDI to accurately store and deliver a prod-
uct, but the hospitals it supplies may not have the 
technology to record the UDI in patients’ records 
at the point when the device is used.

IMDRF released its UDI plan in April, char-
acterizing it as a “highly interoperable” and har-
monized system for globally tracking medical 
devices. The release dovetailed with the Euro-
pean Commission’s recommendation for an EU-
wide UDI system (GMP, May). 

Both plans appear to be closely aligned with 
the FDA’s proposed rule on UDI and suggest reg-
ulators are serious about minimizing divergences 
in track-and-trace systems that could impede the 
flow of devices in international markets (GMP, 
August 2012). The FDA missed its May 7 dead-
line for issuing a final rule; the rule is currently 
awaiting release from the Office of Management 
and Budget (GMP, July).

MTAA also took issue with IMDRF’s draft 
guidance on recognition and monitoring of auditing 
organizations, questioning language in the draft that 
suggests fast-track approvals may be influenced by 
commercial pressures and asking that IMDRF prove 
that claim or remove the text (GMP, November 2012).

“Fast track reviews for QMS certification still 
involve site audits,” MTAA writes. “Is there evidence 
to support this clause? Have there been instances 
where fast tracking has compromised impartiality?”

The trade group also seeks more clarity on situa-
tions where the auditing organization and regulatory 
authority reviewing a device are the same. The guid-
ance would require auditing organizations to con-
firm they don’t provide certification when conflicts of 
interest threaten impartiality, such as a wholly owned 
subsidiary of the auditing organization requesting 
certification from its parent. — Nick Otto

Stryker Recalls Spine Device 
After Fracture Reports

Stryker is conducting a Class 1 recall of its 
OASYS Midline Occiput Plate after reports of 
fracture of the pin that connects the implant’s 
tulip head to the plate body. 

This issue could lead to serious adverse 
health consequences including blood loss, nerve 
injury and the need for revision surgery to 
replace the implant, according to an FDA notice.

The plate is part of the OASYS Occipito-Cer-
vico-Thoracic System, which is used to promote 
fusion of the cervical spine and occipito-cervico-
thoracic junction. The plate helps stabilize the 
junction between the occipital bone and the ver-
tebrae in the cervical spine. 

Stryker is asking that medical facilities stop 
distributing and return the recalled lots and that 
spine implant surgeons conduct routine clinical 
and radiographic postoperative evaluation.

The FDA recall notice is available at www.
fda.gov/Safety/MedWatch/SafetyInformation/Safe 
tyAlertsforHumanMedicalProducts/ucm366724.
htm. — April Hollis

http://www.fdanews.com/newsletter/article?articleId=155192&issueId=16776
http://www.fdanews.com/newsletter/article?articleId=148397&issueId=16010
http://www.fdanews.com/newsletter/article?articleId=148397&issueId=16010
http://www.fdanews.com/newsletter/article?articleId=156862&issueId=16952
http://www.fdanews.com/newsletter/article?articleId=150654&issueId=16274
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm366724.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm366724.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm366724.htm
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm366724.htm
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with the older process. The CAPA investiga-
tion for these complaints did not properly evalu-
ate nonconformance data from the testing failure, 
which might have led the company to recall the 
GOPump and GOBlock infusion pumps contain-
ing the “legacy” FRSAs before May 2013, the 
form says.

Additionally, Symbios’ risk analysis is inade-
quate, the FDA says. The company did not evalu-
ate a potential failure mode and risk factors as 
part of its design failure mode and effects analy-
sis for the two pump types. 

As part of its CAPA report for the testing fail-
ure, Symbios found the failure mode represents 
a higher than “acceptable” risk score, requiring 
risk control measures. A proposed CAPA called 
for the company to review the design FMEA and 
mitigate the elevated risk score. But no updates to 
the design FMEA for the two pumps have been 
made, the form says.

The company also failed to adequately docu-
ment CAPAs and approve them as quickly as its 
internal procedures required. The procedures 
called for approving any CAPAs required to 
correct complaints within 30 days of the con-
firmed complaint. But the CAPA report for the 
two complaints did not include a corrective 
action plan or a schedule of completion for cor-
rective actions. The complaints were confirmed 
36 and 62 days, respectively, before the CAPA 
report was initiated.

Symbios did not respond to a request for 
comment by press time. The Form 483 is at 
www.fdanews.com/ext/files/08-28-13-Symbios.
pdf. 

Zimmer 483 Notes Issues With 
CAPA, Validation, Documentation

Zimmer had not adequately established 
CAPA procedures at its Warsaw, Indiana, site at 
the time of a May 6 to June 20, 2013, inspection, 
according to a Form 483. The issue was a repeat 

observation that was also cited in 2011 and 2012 
inspection reports.

Despite a corrective action to stop using 
low-density polyethylene bags to hold knee 
implants, there are still implants bagged in the 
old bags, and Zimmer continues to receive com-
plaints about bag residue on implants, the June 
20 form says.

In another repeat observation, the company 
was marked for process validation issues. For 
example, the diffusion process used to manu-
facture fiber metal pads for NexGen femoral 
implants had not been adequately validated. Sam-
ples tested during validation were made from two 
different fiber metal blankets; the mass of metal 
fiber used in each blanket was not documented.

Additionally, Zimmer did not adequately 
validate or verify uncemented NexGen femoral 
implant fixation as part of a design change from 
cemented fixation. 

In a repeat observation from a 2011 inspec-
tion, Zimmer had not defined or documented 
the design output for fiber metal pad porosity. 
Although failure to meet blanket porosity 
specs may lead to less bone ingrowth, a speci-
fication has not been defined or documented 
for any of the 11 families of NexGen femoral 
implants that use fiber metal pad technology, 
the form says.

Additional observations relate to:

 ● Process monitoring and control procedures;
 ● Correction or removal reporting — a re-

peat observation;
 ● Design validation procedures — a repeat 

observation;
 ● Equipment calibration and maintenance 

procedures; and
 ● Incoming product acceptance procedures 

— a repeat observation.

Zimmer is addressing the observations, it 
said in a recent SEC filing. View the Form 483 
at www.fdanews.com/ext/files/08-28-13-Zimmer.
pdf.

Form 483, from Page 5

http://www.fdanews.com/ext/files/08-28-13-Symbios.pdf
http://www.fdanews.com/ext/files/08-28-13-Symbios.pdf
http://www.fdanews.com/ext/files/08-28-13-Zimmer.pdf
http://www.fdanews.com/ext/files/08-28-13-Zimmer.pdf
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Brazil Sets New GMP Framework, 
Enacts Strict Antibribery Law

Brazilian President Dilma Rousseff has 
signed a decree giving Anvisa the authority to 
implement a new good manufacturing practice 
framework that is more in line with U.S. drug 
and device GMP. 

The new framework “corrects the root prob-
lem of the GMP certificate problem,” whereby 
companies had to have a Brazilian GMP 
(B-GMP) certificate in order to register their 
products, says Marcelo Antunes, regulatory 
affairs strategy consultant with SQR Consult-
ing in São Paulo. The problem stemmed from a 
1988 decree that “explicitly tied the presentation 
of the B-GMP certificate to the registration,” 
Antunes notes.

Among other changes, the new GMP framework:

 ● Removes the requirement that a B-GMP 
certificate be submitted for registration;

 ● Eliminates certain requirements limiting 
registration transfers and gives Anvisa 

additional authority to define other op-
tions to transfer registrations; and

 ● Permits manufacturers to outsource the 
quality control of products to third parties 
that adhere to criteria defined by Anvisa.

Separately, Rousseff signed into law legisla-
tion aimed at stemming corporate bribery of gov-
ernment officials across all business sectors. The 
law brings the country’s antibribery policies in 
line with other major nations and the Organiza-
tion for Economic Cooperation and Development.

The Clean Company Act requires the govern-
ment to establish procedures for investigating alleged 
bribery and corruption and sets fines and penalties 
for companies that run afoul of the law. The law also 
calls on competent authorities to establish policies, at 
the penalty phase, that take into account whether a 
company has a compliance program in place. Those 
that do could fare better than those that don’t.

The GMP decree, published in the Aug. 14 
National Gazette, is available in Portuguese at 
www.fdanews.com/ext/files/09-13-BrazilGMP.
pdf. — Nick Otto

Audit, Inspection Failures Cited 
In Huestis Warning Letter

Huestis Machine Corporation, a maker of 
X-ray collimators, radiotherapy simulators and 
universal urology exam chairs and tables, landed 
an FDA warning letter for slip-ups related to 
product inspections and internal quality audits. 

According to the Aug. 6 letter posted recently 
online, 14 of 15 collimator in-process inspection 
records contained in one work order were filled 
out with passing results, initialed and signed 
before the test was conducted.

Additionally, the company’s assistant quality 
manager and quality control inspector conducted 
internal quality audits in areas for which they were 
responsible. Such audits are a repeat problem from 
a June 2011 inspection of the Bristol, R.I., site.

The FDA investigator also found product stor-
age issues, citing the company for not doing enough 

to prevent mix-ups. Collimators awaiting repair 
were observed next to products waiting to be 
scrapped and products in the process of being built. 

Complaint handling was another problem, as 
Huestis could not provide a specific procedure for 
the activity. “A review of 53 reports monitored by 
your firm using Problem Log/Return Authorization 
Entry Forms revealed at least 18 of these reports 
involved performance issues that should have 
been identified as complaints, including one report 
involving collimator blades opening during expo-
sure, which could result in a patient being exposed 
to more radiation than intended,” the letter says.

Responsibilities for making complaint, MDR 
and CAPA determinations were not accurately 
defined in the company’s work instruction.

Huestis did not respond to a request for com-
ment by press time. The warning letter is avail-
able at www.fdanews.com/ext/files/08-30-13-
Huestis.pdf. — April Hollis

http://www.fdanews.com/ext/files/09-13-BrazilGMP.pdf
http://www.fdanews.com/ext/files/09-13-BrazilGMP.pdf
http://www.fdanews.com/ext/files/08-30-13-Huestis.pdf
http://www.fdanews.com/ext/files/08-30-13-Huestis.pdf
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The FDA considers any environment other than 
a professional healthcare facility or clinical labo-
ratory to be “home use,” Weick-Brady said. That 
broad definition covers battery-powered hemodialy-
sis machines, X-ray units, ventricular assist devices 
and ventilators that are used outside hospitals or in 
homes, so all of these devices should be designed 
with home use in mind, she added.

Weick-Brady also cautioned stakeholders 
about sites that resell battery-powered devices on 
the internet — a growing area of concern. 

The meeting focused on the reliability of bat-
teries in home-use devices, as well as those in 
healthcare facilities. A recent study by the Asso-
ciation for the Advancement of Medical Instru-
mentation identified battery management as one 
of the 10 top challenges facing hospitals today.

“Adverse events involving batteries are rare,” 
but failures of battery-operated devices ranging 
from defibrillators to electric toothbrushes have 
injured patients, said Hamed Ghods, a CDRH 
electrical engineer. In some cases, the underlying 
design issues of these devices have been corrected, 
he said, while other products are no longer in use. 

“My message is that there is room for improve-
ment in the design of medical devices that incor-
porate batteries,” Ghods told stakeholders.

One step toward improvement is testing, said 
Bruce Adams, vice president of sales at Cadex, 
a British Columbia company that designs and 

manufactures battery charges, tests and monitor-
ing systems. “There’s so much difference between 
batteries even within the same brand, and in health-
care, we have the ability to test batteries,” he said. 
“Putting that into place is a best practices message.” 

Adams described a recent evaluation his firm 
did of 20 new infusion pump battery packs, not-
ing one of the packs had a run time below the 
pump’s threshold. He recommended that device-
makers test batteries themselves and encourage 
hospitals to run regular battery checks as part of 
preventive maintenance. 

Another major concern with battery-powered 
devices is human error, said Ron Kaye, head of 
CDRH’s human factors evaluation team. Human 
factors include not only the ease with which a 
device is used but also the perceptions, cognition 
and actions of the patient, he said. 

Kay stressed that the user interface is key 
with battery-powered devices. “The user needs to 
be able to perceive and understand it under real-
world conditions” and not just ideal ones. 

“For every device there are certain things that can 
go wrong,” Kaye said. “The goal of the user interface 
is to make use errors less likely.” Blaming the user for 
usage errors is counterproductive, he added. 

But in a poll of workshop attendees, 37 per-
cent said the majority of device errors are caused 
by users not following instructions. 

The FDA offered advice on design of home 
use devices in a 2012 draft guidance, which indus-
try criticized as overly broad. — Elizabeth Orr

Batteries, from Page 1
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