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Tel: 201 847 5473; Fax: 201 847 5307

2. Device Name:
Trade Name: BD PhaSeal® Closed System Drug Transfer Device
Common Name: Closed antineoplastic & hazardous drug reconstitution & transfer system
Classification Name: Intravascular administration set
Classification: Class 11, 21 CFR 880.5440

3. Predicate Device:

BD PhaSeal®& Connector, Injector, Protector - K120384

4. Device Description:

The PhaSeal®& System is a sterile single-used closed system drug transfer device. The
closed transfer of liquid takes place through a double membrane utilizing self-sealing
elastomeric membranes, tightly fitted together through a bayonet fitting on all PhaSeal
components. A single lumen cannula perforates the double membranes fro the transfer of
liquid. When the cannula is retracted the membranes seal off the transfer of
environmental contaminants into the system and/or escape of drug or vapor
concentrations outside the system, thereby minimizing the individual and environmental
exposure to drug vapor, aerosols and spills and also minimizing the risk of microbial
contamination.

5. Indications for Use:

The PhaSeal system is an airtight and leakproof closed system drug transfer device
(CSTD) that mechanically prohibits the transfer of environmental contaminants into the
system and the escape of drug or vapor concentrations outside the system, thereby
minimizing individual and environmental exposure to drug vapor, aerosols and spills.
The Phaceal system also prevents microbial ingress.

6. Technological Characteristics:

*The technological characteristics of the subject device are identical to those of the
predicate devices.
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Characteristic Subject Device: BD Predicate Device: BiD Equivalence
PhaSeal Phaseal K120384 _________

Transfer Elastomeric Double Elastomeric Double Identical to Predicate
Mechanism Membrane Membrane
Connection Bayonet Finting with Bayonet Fining with Identical to Predicate
between Elastomeric Double Elastomeric Double
Phaceal Membrane Membrane
Components ______________________

Components Protector, Injector, Protector, Injector, Identical to Predicate
___________Connector Connector __________

Protector Spike Stainless Steel or Stainless Steel or Plastic Identical to Predicate
_______ ______ Plastic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Injector Stainless Steel Stainless Steel Identical to Predicate
Cannula _ _ _ _ _ _ _ _ _ _ ___________ _ _ _ _ _ _ _ _ _

Fitting Injector: Luer / Luer Injector: Luer!/ Luer Identical to Predicate
Connection to Lock Connection Lock Connection
external
standard syringe
Fining Luer Lock or Spike Port Luer Lock or Spike Port Identical to Predicate
Connection to
external
standard IV line
Fitting Spike Spike Identical to Predicate
Connection to
external
standard IV bag
Needle Safety Safety sleeve Safety sleeve Identical to Predicate
Feature-
(Injector Only)
Sterilization EO EO Identical to Predicate
Method

7. Performance:

The additional tests referenced in the table have been provided in order to substantiate the
use of product code ONB - Closed antineoplastic and hazardous drug reconstitution and
transfer system - for the BD Phaceal®V Closed System Drug Transfer Device. BD has
included the additional airtight and leakproof requirement as both of these requirements
are cited by the National Institute for Occupational Safety and Health (NIOSH) and the
International Society of Oncology Pharmacy Practitioners (ISOPP) as essential
requirements necessary to reduce health care workers from exposure to hazardous drugs.
In addition, NIOSH also cites the need to prevent contaminates from entering the closed
system during transfer. As such, BD proposes to extend the microbial ingress claim to the
entire system; not just the PhaSeal Protector. As there is no change to the subject device
in comparison to the predicate devices, the performance data provided represent the
performance of both the predicate and subject device of this 5 1 0(k).
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Item#i Performance Specification: Status of RD PhaSeal®9 System

I Leakproof Connections' No Leaks (Fluorescein Test)"2

2 Airtight Connections No Visable Smoke (TiCI4 Test)3

3 Microbial Ingress No Ingress at the Protector or Connector

8. Conclusion:

Based on co mparison to the predicate device and the nonclinical tests provided, the
modified BD PhaSeal® Closed System Drug Transfer Device is as safe, as effective, and
performs as well as the legally marketed predicate device.

Spivey S, Connor T. Determining sources of workplace contamination with antineoplastic drugs and comparing
conventional IV drug preparation with a closed system. Hasp Pharnt. 2003; 38(2): 135-139.
2 Jorgenson J, Spivey S, Au C et al. Contamination comparison of transfer devices intended for handling hazardous drugs.
Hasp Pharni. 2008; 43(9): 723-727

Ibid.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service4.' Food and Drug Administration
10903 New Hamrpshire Avenue
Documnent Control Center - W066-G609
Silver Spring, MID 20993-0002

January 9, 2013

Mr. John Roberts
Regulatory Affairs Specialist
Becton Dickinson & Company
I Becton Drive
MC237
FRANKLIN LAKES NJ 07417

Re: K123213
Trade/Device Name: PhaSeal®) - Closed System Transfer Device
Regulation Number: 21 CFR 880.5440
Regulation Name: Intravascular Administration Set
Regulatory Class: 11
Product Code: ONB
Dated: October 12, 2012
Received: October 15, 2012

Dear Mr. Roberts:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see abov ) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federalistatutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRHi/CDR-HOffices/ticm I115 809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
http://wwwv~.fda.2ov/Medicalflevices/Safetv/Report aProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/Medicalflevices/ResourcesforYou/industry/default.htm.

Sincerely yours,

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications for Use Statement

5 1 0(k) Number (if known):V 1 313
Device Name: Phaceal@ - A Closed System Transfer Device

Indications for Use:

The PhaSeal system is an airtight and l eakproof closed system drug transfer device
(CSTD) that mechanically prohibits the transfer of environmental contaminants into the
system and the escape of drug or vapor concentrations outside the system, thereby
minimizing individual and environmental exposure to drug vapor, aerosols and spills.
The PhaSeal system also prevents microbial ingress.

Prescription Use X ADOk Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER

PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page of_ Sajjad H. D. U -n K

0 o.9.n42.1g9M3ol~ll 1 7Syedflt2Oi1Il2T5

(Divisioun sign Geeal Hosital

ISctincontrol, Del" avl 1
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DEPARTMENT OF HEALTH & HUMAN SERVICES \/.f Public Healtli Service 

Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD 20993-0002 

J a n u a r y 9, 2 013 

Mr. John Roberts 
Regulatory Affairs Specialist 
Becton Dickinson & Company 
1 Becton Drive 
MC237 
FRANKLIN LAKES NJ 07417 

Re: K123213 
Trade/Device Name: PhaSeal - Closed System Transfer Device 
Regulation Number: 21 CFR 880.5440 
Regulation Name: Intravascular Administration Set 
Regulatory Class: II 
Product Code: ONB 
Dated: October 12, 2012 
Received: October 15, 2012 

Dear Mr. Roberts: 

We have reviewed your Section 510(k) premarket notification ofintent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date ofthe Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions ofthe Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions ofthe Act. The 
general controls provisions ofthe Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note: CDRH does not evaluate information related to contract liability 
warranties. We remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), 
it may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Records processed under FOIA Request 2013-432; Released 10/7/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Page 2 - Mr. Roberts 

Please be advised that FDA's issuance ofa substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements ofthe Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical 
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 ofthe Act); 21 CFR 1000-1050. 

Ifyou desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucmll5809.htm for 
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please 
note the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
http://wv\av.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.htm for the CDRH's Office 
of Surveillance and Biometrics/Division of Postmarket Surveillance. 

You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, Intemationai and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 796-7100 or at its Intemet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industrv/default.htm. 

Sincerely yours. 

Anthony D. Watson, B.S., M.S., M.B.A. 
Director 
Division of Anesthesiology, General Hospital, 

Respiratory, Infection Control and 
Dental Devices 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 
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Concurrence & Template History Page 
[THIS PAGE IS INCLUDED IN IMAGE COPY ONLY] 

Full Submission Number: K123213 

For Office of Compliance Contact Information: 

littp://irtsideportlets.fda.gov:9010/portal/page? pageid= 197.415881 & dad=portal& schema=PORTAL&org=318 
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http://insideportlets.fda.gov:9010/portal/page? pageid=197.415881& dad=portal& schema=PORTAL&org=423 
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Indications for Use Statement 

510(k) Number (if known): ^12^^ 
Device Name: PhaSeal® - A Closed Svstem Transfer Device 

Indications for Use: 

The PhaSeal system is an airtight and leakproof closed system drug transfer device 
(CSTD) that mechanically prohibits the transfer of environmental contaminants into the 
system and the escape of drug or vapor concentrations outside the system, thereby 
minimizing individual and environmental exposure to drug vapor, aerosols and spills. 
The PhaSeal system also prevents microbial ingress. 

Prescription Use X ANn/OR Over-The-Counter Use 

(Part 21 CFR 801 Subpart D) ^INU/UK ^^i CFR 801 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER 

PAGE OF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Page _ of Sajjad H. 

Syed 

i Digitally signed by Saijad H. Syed 
j l Drt caUS, o = U i Government ou=HHS, 

J 'ou=FDA,ou3People,cn=SajjadH.Syed, 

f 0.92342-19200300.100.1.1-2000601742 
.•' Date: 2013.01.09 15:12.-01 -0500' 

510(k) Number:, 
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'NSMITTED/STORED 
E MODE 

JAN. 9. 2013 
OPTION 

4: 26PM 

P. 

COMMUNICATION RESULT REPORT ( JAN. 9.2013 4:26PM ) * x 

FAX HEADER 1; 
FAX HEADER 2: 

ADDRESS RESULT 

OK 

PAGE 

3/3 2387 MEMORY TX 2018475307 

R E A S O N F O R E R R O R 
H A N G U P O R 
NC> A N S W E R L I N E F A I L C O N N E C T I O N 

DEPART]MET>fT O F H E A L T H & H U M A N S E R V I C E S Publ ic Hea l th Serv ice 

F o o d und I3nig AdDalllisirilliOn 
10va3 Nc^v Hampshir t i A v e n u e 
n o « u m e n l Con t ro l Contor - ' W 0 6 6 - G 6 U 9 
Si lver Spr ing , M D 2 0 9 9 3 - 0 0 0 2 

J a j n - u a r y 9 , 2 0 1 3 

Tvlr. Joivn Rober t s 
R e g u l a t o r y A-fSairs Special is t 
B e c t o n D ick in son & C o m p a n y 
1 B e c t o n Dr ive 
M C 2 3 7 
F R A N K L I N L A K E S N J 0 7 4 1 7 

R e : K 1 2 3 2 1 3 
T r a d e / D e v i c e N a m e : P h a S e a l * - C losed Sys tem Transfer Dev ice 
Regu la t ion N u m b e r : 21 C F R 880 .5440 
Regu la t ion N a m e : In t ravascular Adminis t ra t ion Set 
R e g u l a t o r y Class : n 
P r o d u c t C o d e : O N B 
Da ted : Oc tobe r 12, 2 0 1 2 
Rece ived : Oc tober 15, 201 2 

D e a r M r . R o b e r t s : 

"We h a v e r ev i ewed your Sec t ion 510Ck) p remarke t notif icat ion o f i n t e n t to m a r k e t the dev ice 
referenced a b o v e and h a v e de te rmined the dev ice is substant ia l ly equ iva len t (for the indica t ions 
for u s e s ta ted in the enc losure ) to legal ly m a r k e t e d predica te dev ices marke t ed in interstate 
corninerce prior to M a y 2 8 , 1976, the e n a c t m e n t date o f t h e Medica l D e v i c e A m e n d m e n t s , o r to 
dev ices that h a v c been reclassif ied in acco rdance -with tlie p rov i s ions o f t h e Federa l F o o d , Drug , 
a n d C o s m e t i c A c t (Act ) that do no t requ i re app rova l o f a p r emarke t approval appl ica t ion ( P M A ) . 
Y o u m a y , therefore , m a r k e t the device , subject to tho general controls p rov i s ions o f t h e Act . Xhe 
genera l cont ro ls p rov i s ions o f t h e A c t inc lude r equ i r emen t s for annua l regis t ra t ion, l ist ing of 
dev ices , g o o d manufac tu r ing p rac t i ce , label ing, a n d proh ib i t ions aga ins t m i s b r a n d i n g and 
a d u h e r a t i o n . P lease no to : C D R H d o e s no t eva lua te informat ion re la ted to cont rac t l iabil i ty 
•warranties. NVe r e i n i n d y o u , h o w e v e r , tha t dev ice label ing m u s t be truthful and no t mi s l ead ing . 

If y o u r dev ice is c lassif ied (see above) in to eiUier c lass 11 (Specia l Cont ro l s ) o r c lass III ( P M A ) , 
it m a y be. subject to addi t ional controls . Ex i s t ing major regula t ions affecting your dev ice can be 
found in the C o d e o f Federa l Regu la t ions . Ti t le 2 1 , Par t s 800 to 898 . In addi t ion , F D A m a y 
publ i sh further a n n o u n c e m e n t s conce rn ing y o u r dev ice in the Federa l Regis te r . 
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«"*»'„ 
Food and Drug. Administration 
Office of Demx Evaluation & 
Office of In Vitro Diagnostics 

C O V E R S H E E T M E M O R A N D U M 

From: Reviewer Name ;V^ J O ^ Q ( ^ ^ ^ 

Subject: 510(k) Number ^ / c ^ Q ^ ^ 

To: The Record 

^ Please list CTS decision code. 
n Refused to accept (Note: this is considered the first review cycle, See Screening Checklist 

http://eroom.fda.aov/eRoomReq/Files/CDRH3/CDRHPremarketNotification510kProqram/0 5631/ScreeninQ%20Checklist%207% 
202%2007.doc > 

DyHold (Additional Infonmatlon or Telephone Hold). 
cS^^Final Decision/^§>pE with Limitations, NSE (selectcode below), Withdrawn, etc.). 

Not Substantially Equivalent (NSE) Codes 

NSE for lack of predicate 
NSE for new intended use 
NSE for new technology that raises new questions of safety and effectiveness 
NSE for new intended use AND new technology raising new questions of safety and 

effectiveness 
NSE for lack of perfonnance data 
NSE no response 
NSE for lack of performance data AND no response 
NSE pre-amendment device call for PMAs (515i) 
NSE post-amendment device requires PMAs 
NSE for new molecular entityTequires1=*MA^ — — — 
NSE for transitional device 

D 
n 
n 
n 
n 
n 
D 
D 
D 
D 
D 

NO 
Nl 
NQ 
NU 

NP 
NS 
NL 
NM 
NC 
NH 
TR 

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.): 

Attach IFU 

Attach Summary 

Must be present for a Final Decision 

Indications for Use Page 

510(k) Summary/510(k) Statement 

Truthful and Accurate Statement. 

Is the deyice Class III? 
If yes, does firm include Class III Summary? 

Does firm reference standards? 
(If yes, please attach form, from http://www.fda.qov/opacom/morechoice5/fdafonTis/FDA 

Must be present for a Final Decision 

3654.pdf) 

Is this a combination product? 
. (Please specify category. see 

http://eroom.fda.aov/eRoomReq/Files/CDRH3/CDRHPremarketNotification51 OkProgram/O 413b/CO 
MBINATION%20PRODUCT%20ALGORITHM%20fREVISED%203-12-03).DOC 

Is this a reprocessed single use device? 
(Guidance for Industry and FDA Staff- MDUFMA - Validation Data in 510(k)s for 
Reprocessed Single-Use Medical Devices, http://vvvvw.fda.9oWcdrh/ode/iquidance/1216.html) 

Is this device intended for pediatric use only? 

Is this a prescription device? (If both prescriptign & OTC, check both boxes.) 
bid the application inciude a compietedTORWI FDA 3674, Certification with Requirements of 
ClinicarTrials.gov Data Bank? 
Is clinical data necessary to support tfie review of this 510(k)? 
For United States-based clinical studies only: Did the application include a completed FORM 
FDA 3674, CerWication with Requirements of ClinicalTnals.gov Data Bank7 (If study was 

X 
X 

Rpv in.cn\2 
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conducted in the United States, and FORM FDA 3674 was not included or incomplete, then 
applicant must be contacted to obtain completed form.) 

Does this device include an Animal Tissue Source? 

All Pediatric Patients age<=21 

Neonate/Newborn (Birth to 28 days) 

Infant (29 days -< 2 years old) 

Child (2 years -< 12 years old) 

Adolescent (12 years -< 18 years old) 

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this 
group, different from adults age 2 21 (different device design or testing, different protocol 
procedures, etc.) 

Transitional Adolescent B (18 -<= 2 l ; No special considerations compared to adults => 21 years 
old) 

Nanotechnology 

Is this device subject to the Tracking Regulation? (Medical Device Tracking Confacf OC. 
Guidance, http://www.fda.gov/cdrh/comp/Quidance/169.html) 

y ^ ^ AA 

Regulation Number Class* _ P ' ^ S Product Code 

(*lf unclassified,see510{k)Staff)[r i ~ T T I , L J "~>.A «S1 
Additional Product Codes: ^d^kxx fe.Cc:>Yis^pfuJ^ir^ ^ 

Review 

Final Review: 

(Branch C (Branch Code) 

(Division Director) 

(Date) 

te) 
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510(k) "SUBSTANTIAL EQmVALENCE" 
DECISION-MAKING PROCESS 

Descriptive Information 
about New or Marketed 
Device Requested as Needed 

New Device is Compared to 
Mai1:eted Device * 

Does New Device Havc Same 

© 
o 

Indication Statement?" 

Y E S 

NO 
— • 

Do the Differences Alter tiie Intended 
Therapeutic/Diagnostic/etc. Effect YES 

(in Deciding, May Consider Impact on 
Safety and Effectiveness)?** 

Nnt Substantially 
Equivalent Detemiination 

New Device Has Same Intended 
Use and IVIay be ' Substantially Equivalent" 

Does New Devici Have Same 
Technological Qi iracteristics, NO 

© 

N O 

e.g. Design, Matt rials, etc.? 
iS . 

N O Are thi Descriptive 
I TTCharactensncs Precise Enough 
I / ! ~~\ to Ensure Equivalence? •<— 

Are Perfc rmance Data 

Could the New 
Characteristics 
Affect Safety or-
Effectiveness? 

NO 

Performance 
Data Required 

Availableto \ssesEqiivalence? 

JTES 

YES 

"*" Performance B ^ ^ Demoii: 
Equivalence? 

NO 

New Device Has 
New Intended Use 

o 

© 
Do the New Characteristics 

• Raise New Types of Safety YES ^ Q 
or Effectiveness CJueslions? 

© 
NO 

Do Accepted Scientific 
Methods Exist for 

Assessing Effects of 
the New Characteristics? 

NO 

o YES 

Are Performance Data Available NO 
To Assess Effects of New 

Characteristics? *** 

o 
YES 

Performance Data Demonstrate 
Equivalence? -^ 

YES NO 

To © 

S10(k) Submissions cotnpaie new devices to madceted devices. FDA leqiKSts additional jnfi>rmati.on ifthe relationship between 
maiketed and "predicate" 0>i^Ainendments or reclassified post-Amendments) devices is imcleai. 

Tbis decision is nonnally based on descriptive infonnation alone, bot limited testing information is sometimes required. . 

Data maybe in the S10(k), other 51 OOOs, the e a t e r ' s classification files, or tbe literature. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES M E M O R A N D U M 

Food and Drug Administration 
Office of Device Evaluation 
9200 Corporate Boulevard 

Rockville, MD 20850 

Premarket Notification [510(k)] Review 
Traditional 

K123213 

Date: January 7, 2013 
To: The Record 
From: Mary Brooks RN, BNS, MS 

Office: ODE 
Division: DAGRID 

510(k) Holder: BD Surgical Systems 
Device Name: BD PhaSeal Closed System Transfer Device 
Contact: John Roberts 
Phone: (201)847-5473 
Fax:(201)847-5307 
Email:john_w_roberts@bd.com 

I. Purpose and Submission Summarv 

The 510(k) Becton, Dickinson and Company would like to re-classify the previously cleared 
PhaSeal Closed System Transfer Device under product code ONB  

 The wording in the 
indication for use statement has been modified to better reflect the definition of ONB product 
code. There is no design or performance change associated with this 510(k) submission. The 
subject device and predicate are identical. There are no changes in material or manufacturing 
process. The performance specifications, device design, models, accessories and components are 
identical to the predicate device 

II. Administrative Requirements 

Indications for Use Section 3, page 11 Prescription 

Truthful and Accuracy Statement Section 5, page 16 

510(k) Summary Section 6, page 17 

Standards Data Report Form - Form 3654 
1: No standard used - No Standards Form Required 
2: Declaration of Conformity - Yes Standards Form Required 
3: Standard but no declaration - Yes Standards Form Required 

Yes No N/A 

X 

X 

X 

X 

Device Description 

Yes No N/A 

is the device life-supporting or life sustaining? 

(b) (4)
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Is the device an implant (implanted longer than 30 days)? 

Does the device design use software? 

Is the device sterile? 

Is the device reusable (not reprocessed single use)? 
Are "cleaning" instructions included for the end user? 

, Yes No N/A 

X 

X 

X 

X 

The PhaSeal® System is a sterile single-used closed system drug transfer device. The closed 
transfer of liquid takes place through a double membrane utilizing self-sealing elastomeric 
membranes, tightly fitted together through a bayonet fitting on all PhaSeal components. A single 
lumen cannula perforates the double membranes fro the transfer of liquid. When the cannula is 
retracted the membranes seal off the transfer of environmental contaminants into the system 
and/or escape of drug or vapor concentrations outside the system, thereby minimizing the 
individual and environmental exposure to drug vapor, aerosols and spills and also minimizes the 
risk of microbial contamination. The PhaSeal® System is composed ofthe following 
components. Each ofthe components has been cleared via various 510(k)s. However, the entire 
system was once again cleared on 12 Sep 2012 for a modification to the indications for use. 
Table 1. List of components of PhaSeal Systein and their respective 510(k) numbers. 
PhaSeal Protector 

PhaSeal Injector 

PhaSeal Connector 

P14 
P21 
P28 
P50 
N30C 
N31 
N35 
N35C 
C35 
C45 
C40 
C48 
C50 
C60 
C61 
C70 
C80 
ClOO 

K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
KI20384 
K120384 
K120384 
K120384 
K120384 
KI20384 
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Picture 1: Examples ofBD PhaSeal® System and process 

Preparation 
Viol ;o Syringe 

Administration 
IV bag access 

Options depaiding on drug do» vohjTTte a n d ^ vial r»claj£« Qptioni depending on type of administration 

Injector Lusr Lock 
CN35} 

ad ad ̂  aC 
Protector 14 Protector 21 Protector 28 Protector 50 

(P14) (P21) (P28) (PSO) 

F \ 

Secondary Set 
Dr ipChambo 

(C60) 

Infusion Adapter 
(ClOO) 

Injector Luer Lode 
(N35) 

Administration 
IV line access 

Optiofu depending on type of admnmraoon 

W 

Injector Luer Lode 
(N35) 

Connector Connector 
Luer Lode Luer Lode 

(C35) (CdS) 

f 
8 

Y-SitB Connector 
(C80) 
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Descr ip t ion of E a c h C o m p o n e n t of the P h a S e a l Systein 

• PhaSeal Protector: 

The Protector is a drug vial adapter that is fitted to the drug vial and seals against the 
closure ofthe vial - see Picture 2. The Protector is used as a docking station between 
the drug vial and the Injector for injection of diluents into the drug vial and/or 
extraction of liquid drug from the vial. In addition the Protector equilibrates the 
pressure difference whichoccurs when fluid or air is added or removed to/from the 
drug vial. The Protector is provided in four different sizes which are intended to be 
compatible with various sizes of drug vials ranging from necks from 013nim to 
028mm. 

Picture 2: PhaSeal Protector 

y 

•^ 

• PhaSeal Injector: 

The Injector is designed with a single lumen cannula that is encapsulated in a plastic 
chamber- see Picture 3. One end of Injector locks onto an extemal device (i.e. syringe) 
equipped with Luer or Luer Lock fitting. The other end of Injector is sealed with a 
thermoplastic elastomeric membrane. The elastomeric membrane mates with the 
"docking station" of the PhaSeal Protector or PhaSeal Connector component equipped 
with the corresponding "docking station" (i.e. bayonet fitting). The bayonet fitting 
allows the two elastomeric membranes to be pressed together and a sealed transfer of 
drug to/from the Protector or to the Connector can be made. 

The Injector has a safety feature that must be released to allow the cannula to 
penetrate the elastomeric membranes and the drug vial stopper. The safety feature is 
disengaged and re-engaged via the decisive push-tum-push ErgoMotion which is 
described in the BD PhaSeal Instructions for Use. While engaged, the cannula will 
remain in the safety sleeve - the blue color portion ofthe Injector. Once attached to a 
Protector or Connector, the Injector cannot be separated from the bayonet fitting until 
the needle has been fiilly retracted into the sealed chamber and the safety feature is 
re-engaged to ensure the cannula is in the sealed chamber. Thereafter the bayonet 
fitting can be opened and the Injector is released from the "docking station". 
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Picture 3: PhaSeal Injector 

• PhaSeal Connector: 

The Coimector is the interface for patient administration ofthe drug - see pictures 4-7. 
The bayonet fitting ofthe Coimector mates with the Injector. The elastomeric 
membranes ofthe Connector and the Injector press together to create a seal that 
enables closed transfer of drug to the patient FV line or into an IV bag. After the drug 
transfer, the Im ector cannula is pulled back via the decisive push-tum-push 
ErgoMotion into the safety sleeve and the Injector can be separated from the 
Connector. Connectors are provided with a variety of device mating features 
including a luer fitting, an FV spike (infusion adaptor), secondary set or Y-site 
connector 
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Picture 4: Connector - Infusion Adaptor Picture 5: Connector - Y-Site 

Picture 6: Connector - Secondary Set Picture 7: Connector - Luer Lock 

IV. Indications for Use 
The PliaSeal system is an airtiglit and leakproof closed system drug transfer device (CSTD) that mechanically 
prohibits the transfer of environmental contaminants into the system and the escape of drug or vapor 
concentrations outside ofthe system, thereby minimizing individual and environmental exposure to drug vapor, 
aerosols and spills. The PhaSeal System also prevents microbial ingress 

BD has included the additional descriptors "airtight" and "leakproof to align with the definition of Closed 
System Transfer Devices provided by the National Institute for Occupational Safety and Health (NIOSH) and 
the Intemationai Society of Oncology Pharmacy Practitioners (ISOPP). These characteristics of Closed 
System Transfer Devices are essential requirements to reduce health care workers from exposure to hazardous 
drugs. 

Potential routes of exposure to hazardous drugs include, but may not be limited to, dermal absorption, 
inhalation and ingestion. As none ofthe possible entry points can be eliminated as a potential risk, ISOPP 
specifies that only "Airtight" and "Leakproof devices prevent chemical contamination: 

• A product described as a closed-system must be "leakproof and airtight"—therefore vented, filtered 
devices are not closed. A product cannot be "semi-closed;" 
• The vapor of cytotoxic products are not retained by filters with a diameter of 0.22nm and HEPA filters; 
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• To avoid confusion, it is strongly recommended that ifa device claims to prevent chemical 
contamination it should be airtight and leakproof. 

In concurrence with these requirements proposed by ISOPP, NIOSH offers the following definition: 

• Closed system drug-transfer device (CSTD): a drug transfer device that mechanically prohibits the 
transfer of environmental contaminants into the system and the escape 
of hazardous drug or vapor concentrations outside the system. 

It is also important to note that NIOSH stresses that a CSTD must also prohibit the transfer of 
environmental contaminants into the system. As such, BD has further modified the indication concerning 
microbial ingress to include the entire system as opposed to just the PhaSeal Protector. 
To summarize, between the three definitions provided by FDA, NIOSH and ISOPP, BD 
has identified three critical characteristics of a CSTD. 

• The system is airtight 

• The system is leak proof 
• The system prevents contaminates from entering the system 

Reviewer Note: Acceptable 
The modifications to the indication for use are within guidelines of FDA and NIOSH. The 
sponsor has provided supportive documentation in the submission to makes the claims above for 
the 

V. Predicate Device Comparison 
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Chai'acteristic 

Transfer 
Mechanism 
Comiection 
between 
PhaSeal 
Components 
Components 

Protector Spike 

lujector 
Cannula 
Fitting 
Connection to 
external 
standard syringe 
Fitting 
Comiection to 
external 
standard IV line 
Fitting 
Comiection to 
extemal 
standard IV bag 
Needle Safety 
Featme 
(Injector Only) 
Sterilization 
Method 

Subject Device: BD 
PhaSeal 
Elastomeric Double 
Membrane 
Bayonet Fittiug with 
Elastomeric Double 
Membrane 

Protector, Injector, 
Connector 
Stainless Steel or 
Plastic 
Stainless Steel 

Injector: Luer / Luer 
Lock Connection 

Luer Lock or Spike Port 

Spike 

Safety sleeve 

EO 

Predicate Device: BD 
PhasSealK120384 
Elastomeric Double 
Membrane 
Bayonet Fitting with 
Elastomeric Double 
Membrane 

Protector, Injector, 
Connector 
Stainless Steel or Plastic 

Stainless Steel 

Injector: Luer / Luer 
Lock Connection 

Luer Lock or Spike Port 

Spike 

Safety sleeve 

EO 

Equivalence 

Identical to Predicate 

Identical to Predicate 

Identical to Predicate 

Identical to Predicate 

Identical to Predicate 

Identical to Predicate 

Identical to Predicate 

Identical to Predicate 

Identical to Predicate 

Identical to Predicate 

VI. Labeling 

Reviewer Notes: Acceptable 
The device name did not change from the identical predicate. The labeling is identical to their 
previous cleared device. 

VII. Sterilization/Shelf Life/Reuse 

Reviewer Notes: Acceptable 
This device is identical to their recently cleared predicate. The changes were to the wording in the 
indication for use statement which has been modified to better reflect the definition of ONB product 
code. 

Vlll.Biocompatibilitv 

Reviewer Notes: Acceptable 
The device is identical to their recently cleared predicate The only changes was to the wording in the 
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indication for use statement which has been modified to better reflect the definition of ONB product 
code. There are no modifications or changes in materials. 

IX. Software N/A 

X. Electromagnetic Compatibility and Electrical. Mechanical and Thermal Safetv N/A 

XI. Performance Testing - Bench 

(b) (4)
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(b)(4)
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11 

(b)(4)
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Xll. Performance Testing - Animal N/A 

XIII. Performance Testing - Clinical 

XIV. Substantial Eguivalence Discussion 

1. Same Indication statement? 

2. Do Differences Alter The Effect Or Raise New 
Issues of Safety Or Effectiveness? 

3. Same Technological Characteristics? 

4. Could The New Characteristics Affect Safety Or 
Effectiveness? 

5. Descriptive Characteristics Precise Enough? 

6. New Types Of Safety Or Effectiveness Questions? 

7. Accepted Scientific Methods Exist? 

8. Performance Data Available? 

9. Data Demonstrate Equivalence? 

Yes 

X 

X 

X 

No 

X 

X 

If YES = Go To 3 

lfYES = Stop NSE 

If YES = Go To 5 

If YES = Go To 6 

If NO = Go To 8 

If YES = Stop SE 

lfYES = Stop NSE 

If NO = Stop NSE 

If NO = Request Data 

Final Decision: SE 

Note: See 
http://eroom.fda.qov/eRoomRea/Files/CDRH3/CDRHPremarketNotification51 OkProqram/0 4148/FLOWC 
HART%20DECISION%20TREE%20.DOC for Flowchart to assist in decision-making process. Please 
complete the following table and answer the corresponding questions. "Yes" responses to questions 2, 4, 
6, and 9, and every "no" response requires an explanation. 

1. Explain how the new indication differs from the predicate device's indication: 

2. Explain why there is or is not a new effect or safety or effectiveness issue: 

3. Describe the new technological characteristics: 

4. Explain how new characteristics could or could not affect safety or effectiveness: 

5. Explain how descriptive characteristics are not precise enough: 
Modification to the indication for use and product code required justification and microbial ingress testing 
for the entire system. 

6. Explain new types of safety or effectiveness question(s) raised or why the question(s) are not new: 

12 

(b)(4)
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7. Explain why existing scientific methods can not be used: 

8. Explain what performance data is needed: 
Review ofthe microbial ingress testing. 
9. Explain how the performance data demonstrates that the device is or is not substantially equivalent: 
The microbial ingress testing was needed to support the modifications to the Indications for use and for 
reclassification to product code, OBN. 

XV. Deficiencies 
The 510(K) Summary needed modification. The sponsor had listed all the previous predicate 
devices instead of the last predicate, which is identical device. The sponsor agreed to modify the 

. Summary by listing the identical predicate device. 

XVI. Contact History 
December 12, 2012, Clarification to the predicates in the submission. 
December 13, 2012, Received updated 510(k) Summary 

XVII. Recommendation 
Regulation Number: 21 CFR 880.5440 
Regulation Name: Intravascular Administration Set 
Regulatory Class: Class II 
Product Code: ONB 

Digital Signature Concurrence Table 
Reviewer Sign-Off 

Branch Chief Sign-Off 

Division Sign-Off 

j V y i ^ ^ a « C 1 Digitally signed by Mary E. Brooks 
1 V 1 C l 1 y C •' DN: c=US, o=U.S. Government, ou=HHS, 

, ' '•:ou=FDA, ou=People, cn=Mary E. Brooks, 
p r r \ r \ \ ^ c •'.-0.9.2342.19200300.100.1.1=1300372349 
D l U U K b ,, ..' Date:2013.01.07 17:13:07-OS'OO' 

Digitally signed byJRichard C. Chapman 
Date: 2013.01.07 1 r̂21:54 -OS'OO' 

A n t h o n y D. ' Anthony O.Watson 
^ 2013.01.08 14:24:31 

W a t s o n , -OS'OO' 

13 

Records processed under FOIA Request 2013-432; Released 10/7/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Form Last Updated: Margaret McCabe Janicki 9/20/2012 - added Digital Signature concurrence table 
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Brooks, Mary E 

From: Panguluri, Ramesh K j 
•»nt: Friday, January 04, 2013 10:32 AM 

. o: Brooks, Mary E 
Cc: Chapman, Richard 
Subject: RE: Consult for K123213 PhaSeal Closed System 

Dear Mary, 

I have reviewed the Microbial ingress testing on the subject PhaSeal System and the testing is found to be adequate. In 

the predicate device they had only provided microbial ingress testing for the junction between the syringe and the 

injector. During the predicate review I asked them to provide microbial ingress testing for three junctions 

(vial/connector; connector/injector; and syringe/injector) and the testing was found to be adequate. Since the subject 

device is the same as the predicate I do not have any other concerns wi th the testing. 

Thanks 

Kapil 

F rom: Brooks, Mary E 
Sent : Thursday, January 03, 2013 7:55 PM 
To: Panguluri, Ramesh K 
Cc: Chapman, Richard 
Sub jec t : FW: Consult for K123213 PhaSeal Closed System 

.̂ ey Kapil, 
Can you provide a quick tum around on this consult? It appears the testing was appropriate. I'm okay with an 
email response if that works for you. I'm on day 80 and ready to SE the submission but waiting your INCB's 
response. 
Many thanks, 
Mary 

Mary E. Brooks RN, BSN, MS 
Lieutenant Commander, United States Public Health Service 
Nurse Consultant 

Division of Anesthesiology, General Hospital, 
Infection Control, & Dental Devices 

OfFice of Device Evaluation 
Center for Devices & Radiological Health 
US Food & Drug Administration . 
W066-G456 
10903 New Hampshire Avenue 
Silver Spring, MD, 20993-0002 
(301)796-6078 
(301) 847-8109 (fax) 
Marv.brooks@,fda.hhs.gov 

- o m : Brooks, Mary E 
Sent : Wednesday, January 02, 2013 6:13 PM 
To: Harry, Anya 
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Subject: FW: Consult for K123213 PhaSeal Closed System 

Hey Anya, 
HQ you think you'll be able to complete this consult soon? I'm on day 79 and need to wrap it up.. .I'm happy 

.th an email response if your bogged down. 
Just let me know. 
Thanks, M 

From: Brooks, Mary E 
Sent: Wednesday, December 12, 2012 6:52 PM 
To: Claverie, Elizabeth F; Harry, Anya 
Subject: Consult for K123213 PhaSeal Closed System 

Hey Anya, 
You just reviewed and approved microbial ingress testing K1203 84. The device is identical to the predicate, 
they are requesting to change the procode to ONB. They have provided additional microbial ingress testing to 
support their claim for connector. The full protocol starts on page 147 ofthe attached file. 

« File: PhaSeal 510(k) 12 Oct 2012.pdf » 
« File: P21 4IFU.pdf » 
« File: C35 4 IFU.pdf» « File: N35 4 IFU.pdf» 
«F i l e :C35 4 IFU.pdf» 

The intention ofthis submission is to modify the FDA-assigned product code ofthe previously cleared PhaSeal 
Closed System Transfer Device from LHI to product code ONB. 

Current Product Code 
Proposed Product Code 

LHI 
ONB 

Set, I.V. Fluid Transfer 
Closed Antineoplastic and Hazardous Drug Reconstitution 
and Transfer System 

The ONB product code is defined by CDRH as follows: 

Device: Closed Antineoplastic and Hazardous Dmg Reconstitution and Transfer System 

Regulation Description: Intravascular Administration Set 

Definition: Reconstitute and transfer antineoplastic and other hazardous dmgs in healthcare setting 
indicated to reduce exposure of healthcare personnel to chemotherapy agents in healthcare setting. 

Physical State: Vial adaptor with piercing spikes, contain Luer-Lock connector fitted with elastomeric 
membrane to provide a sealed connection between syringe, I.V. 
administration set or transfer bag. May contain side pressure-equalizing protector unit. May 
contain needle-free access port. 

Technical Method: Placed over vial or container containing the chemotherapy dmg. In order to 

meet this definition, the wording ofthe indication for use statement has been modified to better reflect 

.ne definition provided by the ONB product code. The additional text is boided in the fiilly transposed 
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indications for use statement below. All other aspects ofthe indications for use statement are 

'tnchanged from the most recently cleared application Kl20384. 

The PhaSeal system is an airtight and leakproof closed system dmg transfer device (CSTD) that 
mechanically prohibits the transfer of environmental contaminants into the system and the escape of 
dmg or vapor concentrations outside the system, thereby minimizing individual and environmental 
exposure to dmg vapor, aerosols and spills. The PhaSeal system also prevents microbial ingress. 

BD has included the additional descriptors "airtight" and "leakproof to align with the definition of Closed 
System Transfer Devices provided by the National Institute for Occupational Safety and Health (NIOSH) and 
the Intemationai Society of Oncology Pharmacy Practitioners (ISOPP). These characteristics of Closed 
System Transfer Devices are essential requirements to reduce health care workers from exposure to 
hazardous dmgs. In addition, NIOSH also cites the need to 

prevent contaminates from entering the closed system during transfer. As such, in our most recent clearance, we 
added the following statement to the Indications for Use: "The PhaSeal protector also prevents microbial 
ingress." At the time of submission of Kl 203 84, we did not have microbial ingress data for the connector 
portion ofthe system. The current submission contains the microbial ingress data on the connector. As such, we 
propose to extend the microbial ingress claim to the entire system; not just the PhaSeal Protector. 

Mary E. Brooks RN, BSN, MS 
Lieutenant Commander, United States Public Health Service 
Nurse Consultant 

'"'ivision of Anesthesiology, General Hospital, 
Infection Control, & Dental Devices 

Office of Device Evaluation 
Center for Devices & Radiological Health 
US Food & Drug Administration 
W066-G456 
10903 New Hampshire Avenue 
Silver Spring, MD, 20993-0002 
(301)796-6078 
(301) 847-8109 (fax) 
Marv.brooks@fda.hhs.gov 
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Brooks, Mary E 

From: John W Roberts Ijohn_w_roberts@bd.com] 

Sent: Friday, December 14, 2012 4:54 PM 

To: Brooks, Mary E 

Subject: FW: K123213 - BD PhaSeal Closed System Transfer Device 

Attachments: Summary of Safety and Effectiveness - Revised.pdf 

Good Afternoon Ms. Brooks, 

My apologies, I sent this along yesterday, but mistyped the email address. 

Thanks, 
John 

@BD 
John W Roberts 
Regulatory Affairs 

BD Medical - Medical Surgical Systems 
1 Becton Drive, Franklin Lakes, NJ 07417 USA 
Office: 201-847-5473 Mobile: 973-570-4645 
Email: John W Roberts@bd.com Website: www.BD.com 

g^'Please consider the.environiheht before printing thisiemalL-

From: John W Roberts 
Sent:-Thursday,-December 13, 2012 4:20 PM 
To: 'mary.brooks@hhs.fda.gov' 
Subject: K123213 - BD PhaSeal Closed System Transfer Device 

Good Afternoon Ms. Brooks, 

As discussed this morning, I have attached the revised Summary of Safety and Effectiveness which incorporates 
the revised predicate identification as well as the inclusion of a summary conclusion statement. If there are any 
additional questions or concerns where I can provide assistance, please let me know. 

Thanks, 
John 

@BD 
John W Roberts 
Regulatory Affairs 

BD Medical - Medical Surgical Systems 
1 Becton Drive, Franklin Lakes, NJ 07417 USA 
Office: 201-847-5473 Mobile: 973-570-4645 
Email: John W Roberts@bd.com Website: www.BD.com 

1/7/2013 

Records processed under FOIA Request 2013-432; Released 10/7/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

mailto:Ijohn_w_roberts@bd.com
mailto:Roberts@bd.com
http://www.BD.com
mailto:'mary.brooks@hhs.fda.gov'
mailto:Roberts@bd.com
http://www.BD.com


Page 2 of2 

g j ^ Please consider 1tie;.enyironmeht before printing this emalL 

******************************************************************* IIVIPORTANT 
MESSAGE FOR RECIPIENTS IN THE U.S.A.: This message may constitute an advertisement of 
a BD group's products or services or a solicitation of interest in them. Ifthis is such a message and 
you would like to opt out of receiving future advertisements or solicitations from this BD group, 
please forward this e-mail to optoutbygroup@bd.com. 
******************************************************************* fiiic niessa?e 

(which includes any attachments) is intended only for the designated recipient(s). It may contain 
confidential or proprietary information and may be subject to the attorney-client privilege or 
other confidentiality protections. Ifyou are not a designated recipient, you may not review, use, 
copy or distribute this message. Ifyou received this in error, please notify the sender by reply e-
mail and delete this message. Thank you. 
******************************************************************* Poroorate 
Headquarters Mailing Address: BD (Becton, Dickinson and Company) 1 Becton Drive Franldin 
Lakes, NJ 07417 U.S.A. 
******************************************************************* 

1/7/2013 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Acceptance Checklist 
for Trad i t iona l 510(k)s 

(should be completed within 15 davs of DCC receipt) 

The following information is not intended to serve as a comprehensive review. 

510(k) Number: _K123213 Date Received: Oct 31, 2012 

Lead Reviewer Name: Mary Brooks _ Branch: GHDB Division: DAGRID Office: _ODE_ 

Pre l imina ry Quest ions 

Answers in the shaded blocks indicate consultation with Center advisor is needed. 

1. Is the product a device (per section 201(h) of the FD«&C Act) or a combination 
product (per 21 CFR 3.2(e)) with a device constituent part subject to review in a 
510(k)? 

If it appears not to be a device (per section 201(h) of the FD&C Act) or such a combination 
product, or you are unsure, consult with the CDRH Jurisdictional Officer or the CBER 
Office Jurisdiction Liaison to determine the appropriate action, and inform division 
management. Provide a summary ofthe Jurisdictional Officer 's/Liaison 's determination. If 
the product does not appear to be a device or such a combination product, mark "No." 

Comments: 

2. Is the application with the appropriate Center? 

Ifthe product is a device or a combination product with a device constituent part, is it 
subject to review by the Center in which the submission was received? Ifyou believe the 
application is not with the appropriate Center or you are unsure, consult with the CDRH 
Jurisdictional Officer or CBER Office Jurisdiction Liaison to determine the appropriate 
action and inform your division management. Provide a summary ofthe Jurisdictional 
Officer 's/Liaison's determination. If application should not be reviewed by your Center 
mark "No." 

Comments: 

3. Is a 510(k) the appropriate regulatory submission? 

If a 510(k) does not appear to be appropriate (e.g.. Class III type and PMA required, or 
Class I or II type and 510(k)-exempt), you should consult with the CDRH 510(k) Program 
Director or appropriate CBER staff during the acceptance review. If 510(k) is not the 
appropriate regulatory submission, mark "No." 

Yes 

X 

X 

X 

No 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Comments: 

4. Is there a pending PMA for the same device with the same indications for use? 

If there is a pending PMA for the same device, consult division management and the CDRH 
510(k) Program Director or appropriate CBER staff to determine the appropriate action. 

Comments: 

5. If clinical studies have been submitted, is the submitter the subject of an 
Application Integrity Policy (AIP)? 

If yes, consult with the CDRH Office of Compliance/Division of Bioresearch Monitoring 
(OC/DBM - BIMO) or CBER Office of Compliance and Biologies Quality/Division of 
Inspections and Surveillance/Bioresearch Monitoring Branch (OCBQ/DIS/BMB) to 
determine the appropriate action. Check on web at 
http://www.fda.gov/ICECI/EnforcementActions/ApplicafionInteeritvPolicv/ucml34453.ht 
m. 

X 

X 

Ifthe answer to t or 2 appears to be "No," then stop review ofthe 510(k) and issue the "Original Jurisdictional Product" letter. 
Ifthe answer to 3 is no, the lead reviewer should consult division nianagement and other Center resources to determine the 
appropriate action. 
Ifthe answer to 4 is "Yes," then stop review ofthe 510(k), contact the CDRH 510(k) Staff and PMA Staff, or appropriate 
CBER staff. 
Ifthe answer to 5 is "Yes," then contact CDRH/OC/DBM - BIMO or CBER/OCBQ/DIS/BMB, provide a summary ofthe 
discussion with the BIMO Staff, and indicate BIMO's recommendation/action. 

Orsanizational Elements 

Failure to include these items alone generally should not result in an RTA designation 

a. Submission contains Table of Contents 
b. Each section is labeled (e.g., headings or tabs designating Device Description section, 
Labeling section, etc.) 
c. All pages ofthe submission are numbered 
All pages should be numbered in such a manner that information can be referenced by page 
number. This may be done either by consecutively numbering the entire submission, or 
numbering the pages within a section (e.g., 12-1, 12-2...). 
d. Type of 510(k) is identified- traditional, abbreviated, or special 
If type of510(k) is not designated, review as a traditional 
Comments: 

Yes 
X 
X 

X 

X 

No 

ft 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Comple te Submission (RTA I tems) 
(21 C F R 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

A. 

• Any "No" answer will result in a "Refuse to Accepf decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

Administrative 

1. 

2. 

3. 

4. 

All content used to support the submission is written in English 
(including translations of test reports, literature articles, etc,) 

Yes 

X 

N/A No 

D 

Comments: 

510(k) cover letter that identifies: 

a. 

b. 

c. 

Device trade name or proprietary name 

Device common name 

Device class and panel 

X 

X 

X 

X 

D 

D 

D 

D 

Comments: 

Submission contains Indicafions for Use Statement with Rx and/or OTC 
designated (see also 801.109) 
Submitter should use format appropriate for the reviewing 
Center/Office (CDRH/ODE, CDRH/OIVD, CBER/OBRR, 
CBER/OCTGT). If not provided in correct format, request the correct 
format during substantive review. 

X D 

Comments: RX device 

Submission contains 510(k) Summary or 510(k) Statement 
Either a) or b) must be answered. "Yes" to be considered complete. 
Identify any missing element(s) as Comments. 

a. 

b. 

Summary contains all elements per 21 CFR 807.92 
See also 510(k} Summarv Checklist 

Statement contains all elements per 21 CFR 807.93 

X 

X 

D 

D 

X 

D 

D 

D 

Comments: 

Records processed under FOIA Request 2013-432; Released 10/7/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

• Any "No" answer will result in a "Refuse to Accept" decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

5. 

6. 

7. 

8. 

Submi 
807.87 
See rei 

ssion contains Tmthflil and Accuracy Statement per 21 CFR 
(k) 
commended format 

Yes 

X 

N/A No 

D 

Comments: 

Submission contains Class III Summary and Certificafion 
See recommended content 
Form should be signed by a responsible person of the firm, not a 
consultant CDRH is not currently able to accept a digital signature. 
"N/A " only if submission is not a Class III 510(k). 

X D D 

Comments: 

If submission relies upon a national or intemationai standard as part of 
demonstration of substantial equivalence, submission contains 
Standards Data Reoort for 510(k)s (FDA Form 3654) or includes 
detailed information about how and the extent to which the standard has 
been followed 
There should be a completed form for each referenced national or 
international standard. 
"N/A " only if submission does not reference any standards. 

D X D 

Comments: 

Does submission contain clinical data? 
Select "N/A "for this item and 8.a. andS.b. ifthe submission does not 
contain clinical data. If submission does contain clinical data, parts a. 
andb. must be answered "yes"for the 510(k) to be complete. 

a. Submission includes Financial Certification/Disclosure 
Statement 

D 

D 

X 

X D 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Comple te Submission (RTA I tems) 
(21 C F R 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

B. 

• Any "No" answer will result in a "Refuse to Accept" decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rafionale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

9. 

10. 

b. Submission includes Certification of Compliance with 
requirements of ClinicalTrials.eov Data Bank (FDA Fonn 3674) 
(42 U.S.C. 282(j)(5)(B)) 

Yes 

D 

N/A 

X 

No 

D 

Comments: 

If thi 
bund 
devic 
Seei 
orM 

s is a bundled submission, the submission has been appropriately 
led [i.e., the correct user fee(s) have been paid for the 
:es/indications (section 738 ofthe FD&C Act)] 
juidance for Industry and FDA Staff: Bundling Multiple Devices 
ultiple Indications in a Single Submission 

"N/A " if not a bundled submission 

D X D 

Comments: 

The submission identifies prior submissions for the same device for 
which FDA provided feedback related to the data or information needed 
to support substantial equivalence (e.g., submission numbers for Pre-
Submission, IDE, prior not substantially equivalent (NSE) 
determination, prior 510(k) that was deleted or withdrawn) or states that 
there were no prior submissions. 

a. If there were prior submissions: within current submission, the 
sponsor has identified where in the current submission any issues 
related to substantial equivalence outlined in prior 
communications are addressed. 

D 

D X 

X 

D 

Comments: 

Device Description 

11. If there is a device-specific guidance document or special controls 
applicable to this submission, documentation has been provided to 
establish that the submitter has followed the recommendafions in the 
applicable device-specific guidance document or special controls 

X D 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

• Any "No" answer will result in a "Refiase to Accept" decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rafionale will be considered during the review ofthe submission. 

12. 

13. 

regarding the device description or otherwise met the applicable 
statutory or regulatory criteria through an altemative approach. 
Select "No " ifthe submission does not include a rationale for any 
omitted information or any alternative approaches. 
Select "N/A " if there is no device-specific guidance document 

Yes N/A No 

Comments: 

All descriptive information is present and consistent within the 
submission (e.g., the device description section is consistent with the 
device description in the labeling), including: 

a. 

b. 

c. 

A description ofthe principle of operation and mechanism of 
action for achieving the intended therapeutic/diagnostic effect. 

A description of all conditions of use such as surgical technique 
for implants; anatomical location of use; user interface; how the 
device interacts with other devices; and/or how the device 
interacts with the patient. 

A list and description of each model for which clearance is 
requested. 
Select "N/A " if there is only one model. 

X 

X 

X 

D 

D 

D 

Comments: The PhaSeal system is an airtight and leakproof closed system drug transfer device (CSTD) 
that mechanically prohibits the transfer of environmental contaminants into the system and the escape 
of drug or vapor concentrations outside ofthe system, thereby minimizing individual and environmental 
exposure to drug vapor, aerosols and spills. The PhaSeal System also prevents microbial ingress 

Where applicable, submission contains engineering drawing(s), 
schematics, illustrations and/or figures ofthe device that are clear and 
legible, and include dimensions 

a. If engineering drawings, schematics, illustrations and/or figures 
are provided, one is provided for each model to be marketed 

X 

X 

D 

D 

D 

D 

Records processed under FOIA Request 2013-432; Released 10/7/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Comple te Submission (RTA I tems) 
(21 C F R 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

C. 

• Any "No" answer will result in a "Refuse to Accepf decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rafionale will be considered during the review ofthe submission. 

14. 

Yes N/A No 

Comments: 

If device is intended to be marketed with multiple components, 
accessories, and/or as part of a system, 
Select "N/A " ifthe device is not intended to be marketed with multiple 
components, accessories, and/or as part of a system. 

a. 

b. 

A description (as detailed in item 12.a. and b. and 13 above) is 
provided for each component or accessory. 

A 510(k) number is provided for each component or accessory 
that received a prior 510(k) clearance. 
Select "N/A " ifthe submission states that the component(s)/ 
accessory(ies) do not have a prior 510(kf clearance. 

X 

X 

X 

D 

D 

Comments: 

Substantial Equivalence Discussion 

15. 

16. 

Submitter has identified a predicate(s) device 

a. 

b. 

Predicate's 510(k) number, trade name, and model number (if 
applicable) provided 

The identified predicate(s) is consistent throughout the submission 
(i.e., the predicate(s) identified in the Substantial Equivalence 
section is the same as that listed in the 510(k) Summary (if 
applicable) and that used in comparative performance testing 

X 

X 

X 

D 

n 

D 

Comments: 

Submission includes a comparison ofthe following for the pre"dicate(s) 
and subject device 

a. 

b. 

Indications for use 

Technology, including features, materials, and principles of 

X 

X 

D 

D 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements o f a Comple te Submission (RTA I tems) 
(21 C F R 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

D. 

• Any "No" answer will result in a "Refuse to Accepf decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

17. 

operation 

Yes N/A No 

Comments: 

Submission includes an analysis of why any differences between the 
subject device and predicate(s) do not render the device NSE (e.g., do 
not constitute a new intended use, affect safety or effectiveness, or raise 
different questions of safety and effectiveness) (see section 513(i)(l)(A) 
ofthe FD&C Act) 

If there is no difference between the subject and predicate (s) with 
respect to indications for use or technology, this should be explicitly 
stated, in which case "N/A " should be selected. Select "No " only ifthe 
submission does not include an analysis of differences as described 
above or a statement that there are no differences. Note that due to 
potential differences in manufacturing that may not be known to the 
submitter, no identified differences does not necessarily mean that no 
performance testing is needed. 

X D D 

Comments: 

Proposed Labeling (see also 21 CFR part 801) 

18. Submission includes proposed labels, labeling (e.g., instmctions for use, 
package insert, operator's manual), and advertisements that describe the 
device, its intended use, and the directions for use 

a. 

b. 

Indications for use stated in labeling (21 CFR 801.61) and 
identical to IFU form and 510(k) Summary (if applicable) 

Directions for use included (including relevant hazards, wamings, 
precautions, contraindications), including directions for layperson 
(see 21 CFR 801.5) unless submission states that device qualifies 
for exemption per 21 CFR 801 Subpart D. 

X 

X 

D 

D 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

E. 

• Any "No" answer will result in a "Refiase to Accept" decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

19. 

20. 

21. 

22. 

Yes N/A No 

Comments: 

If indicated for prescription use, labeling includes the prescription use 
statement (see 21 CFR 801.109(b)(1)) or "Rx only" symbol [See also 
Altemative to Certain Prescription Device Labeling Requirements! 
Select "N/A " if not indicated for prescription use. 

X D D 

Comments: RX device 

General labeling provisions 

a. 

b. 

Labeling includes name and place of business ofthe manufacturer, 
packer, or distributor (21 CFR 801.1) 

Labeling includes device common or usual name (21 CFR 801.61) 

X 

X 

D 

D. 

Comments: Identical labeling 

If there is a device-specific guidance, special controls, or regulation, the 
provided labeling establishes that the submitter has followed the 
recommendations in the applicable guidance document, special 
controls, or regulation, or otherwise has met the applicable statutory or 
regulatory criteria through an altemative approach. 
Select "N/A " if there is no device-specific guidance or regulation. 

D X D 

Comments: 

Ifthe device is an in vitro diagnostic device, provided labeling includes 
all applicable infonnation required per 21 CFR 809.10. 
Select "N/A " if not an in vitro diagnostic device. 

Performance Data - General 

D X D 

Submission: {one ofthe below must be checked) 
n does 
D does not 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Comple te Submission (RTA I tems) 
(21 C F R 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

• Any "No" answer will result in a "Refiise to Accept" decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

Yes N/A No 

contain performance data. 
If "does not" is selected, the performance data-related criteria below are omitted from the checklist. 

Comments: 

23. 

24. 

25. 

Full test report is provided for each completed test to explain how the 
data generated from the test supports a finding of substantial 
equivalence. (A full test report includes: objective ofthe test, 
description ofthe test methods and procedures, study endpoint(s), pre
defined pass/fail criteria, results summary, and conclusions.) 

X D 

Comments: 

Submission includes document to establish that the submitter has 
followed the recommendations for performance data outlined in the 
applicable device-specific guidance document or special controls, or 
otherwise met the applicable statutory or regulatory criteria through an 
altemative approach. 
Select "N/A " if there is no device-specific guidance document. 

D X D 

Comments: 

If literature was used as performance data, submission includes reprints 
or a summary of each article, and a discussion as to how each article is 
applicable to support the substantial equivalence ofthe subject device to 
the predicate. 

D X D 

Comments: This submission is identical to their own predicate. The submission was for 
reclassification ofthe product code and minor modifications to the Indications for Use. The 
identical articles were reviewed in the predicate device. 

10 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

F. 

• Any "No" answer will result in a "Refuse to Accepf decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

26. If an animal study was conducted. 
Select "N/A " if no animal study was conducted. 

a. 

b. 

Submission includes a study protocol and final study report to 
explain how the data generated from the study supports a finding 
of substantial equivalence. (A final study report includes a 
contributing scientist report for each preclinical endpoint of 
evaluation within the protocol, such as perfonnance/handling, in 
life, imaging, pathology, etc.) 

Submission contains a statement that the study was conducted in 
compliance with applicable requirements in the GLP regulation 
(21 CFR Part 58), or, ifthe study was not conducted in 
compliance with the GLP regulation, the submission explains why 
the noncompliance would not impact the validity ofthe study data 
provided to support a substantial equivalence determination. 

Yes 

_ 

D 

D 

N/A 

X 

No 

D 

D 

Comments: 

Sterilization 

Submission states that the device and/or accessories are: {one ofthe below must be checked) 
X sterile 
n non-sterile but sterilized by the end user 
D non-sterile when used 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

If "non-sterile when used" is selected, the sterility-related criteria below are omitted fi-om 
the checklist. 
If information regarding the sterility status ofthe device is not provided, select "No. " 

D 

Comments: No modification in materials or sterilization process. The predicate and subject devices 

11 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

• Any "No" answer will result in a "Refuse to Accepf decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

Yes N/A No 

are identical. 

27. 

28. 

Assessment ofthe need for sterilization information 

a. 

b. 

c. 

Identification of device, and/or accessories, and/or components 
that are provided sterile. 

Identification of device, and/or accessories, and/or components 
that are end user sterilized 

Identification of device, and/or accessories, and/or components 
that are reusable and cleaning/disinfection instmctions are 
provided. 

D 

D 

D 

X 

X 

X 

' a 

D 

D 

Comments: 

Ifthe device, and/or accessory, and/or a component is provided sterile: 
Select "N/A " if no part ofthe device, accessories, or components is 
provided sterile, otherwise complete a-f below. 

a. 

b. 

c. 

d. 

Sterilization method is stated for each component (including 
parameters such as dry time for steam sterilization, radiation dose, 
etc.) 

A description of method to validate the sterilization cycle (e.g., 
half-cycle method and fiill citation of FDA-recognized standard, 
including date) is provided 

For devices sterilized using chemical sterilants such as ethylene 
oxide (EO) and hydrogen peroxide, submission states maximum 
levels of sterilant residuals remaining on the device and sterilant 
residual limits. 
Select "N/A " if not sterilized using chemical sterilants. 

Submission includes description of packaging and packaging 

D 

D 

D 

D 

X 

X 

.._n__ 

D 

D 

D 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Comple te Submission (RTA I tems) 
(21 C F R 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

G. 

• Any "No" answer will result in a "Refiase to Accepf decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

29. 

e. 

f 

contents (e.g., if multiple devices are included within the same 
package) 

Sterility Assurance Level (SAL) stated 

If device is blood-contacting, a permanent implant, or contacts 
cerebrospinal fluid, or device is labeled "non-pyrogenic," 
submission contains a description of the endotoxin method used to 
make a determination (e.g., LAL), endotoxin release specification 
(e.g., 20 EU/device), and a rationale for the specification. 
Select "N/A " if device is not blood-contacting, not a permanent 
implant, does not contact cerebrospinal fluid, and is not labeled 
"non-pyrogenic. " Select "N/A " ifa rationale for omission is 

provided. 

Yes 

D 

D 

N/A 

X 

No 

D 

D 

Comments: 

All sterility infonriation provided as recommended in the following 
guidance documents or special controls, or information provided 
indicating the submitter has otherwise met the applicable statutory or 
regulatory criteria through an altemative approach: 
Either "a" or "b" must be answered "Yes" to be considered complete. 

a. 

b. 

Device-specific guidance document or special controls 
Select "N/A " if no device-specific guidance document. 

Cross-cutting guidance document (for more information see 
"Submission and Review of Sterility Information in Premarket 
Notification (510(k)) Submissions for Devices Labeled as 
Sterile") 
Select "N/A " if device-specific guidance followed instead. 

D 

D 

X 

X 

D 

D 

Comments: 

Shelf Life 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Comple te Submission (RTA I tems) 
(21 C F R 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

H. 

• Any "No" answer will result in a "Refuse to Accepf decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

30. Ifthe device is provided sterile or the device is provided non-sterile and 
storage conditions (i.e., aging) could impact device safety or 
effectiveness, address the following: 
Select "N/A " ifthe device is not provided sterile and the submitter 
states that storage conditions could not affect device safety or 
effectiveness. 

a. 

b. 

Proposed shelf life/expiry date stated 

Submission includes description of shelf life validation method(s) 
used to ensure device performance and sterility, as applicable, 
remain substantially equivalent to that ofthe predicate device 
throughout the stated shelf life. 

Yes 

D 

n 

N/A 

X 

No 

D 

D 

Comments: 

Biocompatibility 

Submission states that there: {one ofthe below must be checked) 
n are 
X are not 
direct or indirect (e.g., through fluid inftision) patient-contacting components. 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

If "are not" is selected, the biocompatibility-related criteria below are omitted from the 
checklist. If information regarding whether the device is patient-contacting is not provided, 
select "No." 

D 

Comments: No modification in materials or sterilization process. The predicate and subject devices 
are identical. 

31. Submission includes list of patient-contacting device components and 
associated materials of constmction, including identification of color 

D D 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements ofa Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

I. 

• Any "No" answer will result in a "Refuse to Accepf decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

32. 

33. 

additives, if present 

Yes N/A No 

Comments: 

•Submission identifies contact classification (e.g., surface-contacting, 
less than 24 hour duration) 

D D 

Comments: 

Biocompatibility assessment of patient-contacting components 

Submission includes: 
Test protocol (including identification and description of test article), 
methods, pass/fail criteria, and results provided for each completed test, 
OR 
a statement that biocompatibility testing is not needed with a rationale 
(e.g., materials and manufacturing/processing are identical to the 
predicate). 

Software 

D 

Submission states that the device: {one ofthe below must be checked) 
n does 
X does not 
contain software. 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

If "does not" is selected, the software-related criterion is omitted from the checklist. If 
information regarding whether the device contains software is not provided, select "No. " 

-"•-

D 

Comments: 

34. All appropriate categories of software verification and validation D D 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

J. 

• Any "No" answer will result in a "Refuse to Accept" decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

documentation provided based on stated level of concem, as described 
in Guidance for the Content of Premarket Submissions for Software 
Contained in Medical Devices, or the submitter has provided 
documentation that it has otherwise met the applicable statutory or 
regulatory criteria through an altemative approach. 

Yes N/A No 

Comments: 

EMC and Electrical Safety 

Submission states that the device: {one ofthe below must be checked) 
LJ does 
X does not 
require EMC and Electrical Safety evaluation. 

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

If "does not" is selected, the EMC-related and Electrical Safety-related criteria below are 
omitted from the checklist. If information regarding whether the device requires EMC and 
Electrical Safety evaluation is not provided, select "No. " 

•D 

Comments: 

35. Submission includes evaluation of electrical safety per lEC 60601-1 or 
equivalent FDA-recognized standard and if applicable, the device-
specific standard 
OR 
submission includes electrical safety evaluation using methods or 
standards that are not FDA-recognized and information indicating that 
these methods/standards otherwise meet applicable statutory and 
regulatory requirements. 

D D 

Comments: 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements of a Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

K. 

• Any "No" answer will result in a "Refuse to Accept" decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

36. Submission includes evaluation of electromagnetic compatibility per 
lEC 60601-1-2 or equivalent FDA-recognized standard and if 
applicable, the device-specific standard 
OR 
submission includes electromagnetic compatibility evaluation using 
methods or standards that are not FDA-recognized and information 
indicating that these methods/standards otherwise meet applicable 
statutory and regulatory requirements. 

Yes 

• 

N/A No 

n 

Comments: 

Performance Characteristics - In Vitro Diagnostic Devices Only (see also 
21 CFR 809.10(b)(12)) 

-
• -

Submission indicates that device: {one ofthe below must be checked) 
• is 
X is not 
an in vitro diagnostic device (IVD). 

If "is not" is selected, the performance data-related criteria below are omitted from the checklist. 

Comments: 

37. Submission includes the following analytical studies, including 
associated protocols and line data: 

a. 

b. 

c. 

Precision/reproducibility (at least 3 sites generally necessary) 

Accuracy (includes linearity, assay cut-off, method comparison or 
comparison to clinical outcome, matrix comparison, reference 
range, and stability protocol and acceptance criteria) 

Sensitivity (detection limits (LoB, LoD, and LoQ)) 

• 

• 

• 

• 

• 

• 

• 

"n 

• 
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Contains Nonbinding Recommendations 
Draft - Not for Implementation 

Elements ofa Complete Submission (RTA Items) 
(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed 

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but needed. 

• Any "No" answer will result in a "Refuse to Accepf decision. 
• Each element on the checklist should be addressed within the 

submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, 
the criterion is considered present (Yes). An assessment ofthe 
rationale will be considered during the review ofthe submission. 

d. Analytical specificity 

Yes 

• 

N/A 

• 

No 

• 
Comments: 

Decision: Accept Refuse to Accept 

If Accept, notify applicant; if Refuse to Accept, notify applicant in writing and include a copy of 
this checklist. 

Digital Signature Concurrence Table 
Reviewer Sign-Off 

Branch Chief Sign-Off 

Division Sign-Off 
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4 DEPARTIVIENT OF HEALTH & HUMAN SERVICES Public Health Service 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

October 16,2012 

BECTON DICKINSON & CO. 
1 BECTON DR. 
MC237 
FRANKLIN LAKES, NEW JERSEY 07417-1885 
ATTN: JOHN ROBERTS 

51 Ok Number: K123213 

Received: 10/15/2012 

Product: BD PHASEAL CLOSED SYSTEM TRANS 

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received 
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) ofthe Federal Food, 
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter. 
Please note, ifthe 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned 
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in 
all future correspondence that relates to this submission. We will notify you when the processing ofyour 
510(k) has been completed or ifany additional information is required. YOU MAY NOT PLACE THIS 
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA 
ALLOWING YOU TO DO SO. 

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail 
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above 
will not be considered as part ofyour official 510(k) submission. 

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 
2008 - 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part ofa larger bill, the 
Food and Drug Amendments Act of 2007. Please visit our website at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandMod 
emizationActMDUFMA/default.htm 
for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm 
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form 
(Form 3654) and submit it with their 510(k). The form may be found at 
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm. 

We remind you that Title Vlll ofthe Food and Drug Administration Amendments Act of 2007 (FDAAA) 
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database 
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical 
trials of human drugs (including biological products) and devices. Section 402(i) requires that a certification 
form http://www.fda.gov/AboutFDA/ReportsManualsFonns/Forms/default.htm accompany 510(k)/HDE/PMA 
submissions. The agency has issued a draft guidance titled: "Certifications To Accompany Drug, Biological 
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act, 
Added By Title Vlll of The Food and Dmg Administration Amendments Act of 2007" 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio 
is/PremarketNotificationS 1 Ok/ucm 134034.htm. According to the draft guidance, 510(k) submissions that do not 
Jontain clinical data do not need the certification form. 

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff 
entitled, "Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements, 
Original BLAs and BLA Supplements". This guidance can be found at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. 
Please refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry 
and FDA Staff entitled, "Format for Traditional and Abbreviated 5IO(k)s". This guidance can be found at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ 
ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a 
Traditional or Abbreviated 510(k). 

In all future premarket submissions, we encourage you to provide an electronic copy ofyour submission. By doing 
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under 
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA, 
HDE) with an electronic copy. For more information about the program, including the formatting requirements, 
please visit our web site at 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio 
ns/ucm 134508.htnTr In addition, the 510(k) Program Video is now available for viewing on line at 
http://www^fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio 
ns/PremarketNotification510k/ucm070201 .htm . 

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as 
per 21 CFR 807.93, it meets the content and format regulatory requirements. 

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the 
tatus ofyour submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at 

cheir intemet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. Ifyou have 
procedural questions, please contact the 510(k) Staff at (301)796-5640. 

Sincerely, 

510(k)Staff 
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Mcdonald, Lisa * 

.cm: Microsoft Outlook 
To: john_w_roberts@bd.com 
Sent: Tuesday, October 16, 2012 9:30 AM 
Subject: Relayed: FW: K123213 ACK Letter 

Delivery to these recipients or groups Is complete, but no delivery notification was sent by the 
destination server: 

John w roberts(a)bd.com (John w roberts(abd.com) 

Subject: FW: K123213 ACK Letter 
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Site: null Page 1 of 1 

t Form ARWDved: OMB No. 0910-511 Expirariao Date Februaiy 28,2013. SeelnstnictLonsforOMB Staicnieot 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 
MEDICAL DEVICE USER FEE COVER SHEET 

PAYMENT IDENTIFICATION NUMBER:
Write the Payment Identification number on your check. 

A completed cover sheet must accompany each original application 
courier, please include a copy ofthis compfeted fonn wtth payment. 
http;//www.fda.gov/oc/mdufma/coversheet.html 

or supplement subject to fees. If payment is sent by U.S. mail or 
Payment and mailing instructions can be found at 

1.< COMPANY NAME AND ADDRESS (include name, street 
address, city state, country, and post office code) 

BD MEDICAL SURGICAL SYSTEMS 
1 BECTON DRIVE 
FRANKLIN LAKE NJ 07417 
US 

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 
'0120 - -

2. CONTACT NAME 
John Roberts 

2.1 E-MAIL ADDRESS 
john_w_roberts@bd.com 

2.2 TELEPHONE NUMBER (include Area code) 
201-8475473 

2.3 FACSIMILE (FAX) NUMBER (Include Area code) 

3. TYPE OF PREMARKET APPLICATION (Select one ofthe following in each column; ifyou are unsure, please refer to the application 
descriptions at the following web site: http://www.tda.gov/oc/mdufTTia 
Select an application type: 

t 

t 

pc] Premarket notification(510(k)); except for third party 
[ ] 513(g) Request for Infomiation 
[ ] Biologies License Application (BLA) 
[ ] Premarket /^proval Application (PMA) 
[ ] Modular PMA 
[ ] Product Development Protocol (PDP) 
[ ] Premarket Report (PMR) 
[ ] Annual Fee for Periodic Reporting (APR) 
[ ] 30-Day Notice 

3.1 Select a center 
pC] CDRH 
[ ]CBER 

3.2 Select one of the types below 
p(] Original Application 
SuDOlement Types: 
[ ] Efficacy (BLA) 
[ ] Panel Track (PMA, PMR, PDP) 
[ ] Real-Time (PMA, PMR, PDP) 
[ ] 180-day (PMA, PMR, PDP) 

4. ARE YOU A SMALL BUSINESS? (See the Instructions for more infomnafon on determining this status) 
[ ] YES, 1 meet the small business criteria and have submitted the required pC] NO, I am not a small business 
qualifying documents to FDA 
4.1 If Yes, please enter your Small Business Decision Number 

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE 
THAT IS DUE TO FDA HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA? 
P<] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within 

30 days of FDA's approval/clearance ofthis device.) 
[ ] NO (If "NO," FDA will not accept your submission until you have paid all fees due to FD/^ This submission will not be processed; see 
http://www.fda.gov/cdrh/mdufrna for additional Information) 

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE 
APPLICABLE EXCEPTION. 
[ ] This application Is the first PMA submitted by a qualified small business, 
including any affiliates 

[ I This biologies application is submitted under section 351 ofthe Public 
Health Service Act for a product licensed for further manufacturing use only 

[ ] The sole purpose ofthe application is to support 
conditions of use for a pediatric population 
[ ] The application is submitted by a state or federal 
government entity for a device that is not to be distributed 
commercially 

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A 
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY/\DULT POPUUVTION? (If so, the application is 
subject to the fee that applies for an original premarket approval application (PMA). 
[ ] YES [X] NO 

PAPERWORK REDUCTION ACT STATEMENT 
Public reporting burden for this collection of information Is estimated to average 18 minutes per response, induding the time for reviewing 
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of 
information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for 
reducing this burden, to the address below. 

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive, 4th 
Floor Rockville, MD 20850 
[Please do NOT retum this form to the above address, except as it pertains to comments on the burden estimate.] 

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION 
12-Oct-2012 

Fonn FDA 3601 (01/2007) 

"Close Wiridow" Print-Cov&f-sheei-

Page 1 of 175 
https://userfees.fda.gov/OA_HTML/mdufi3iaCScdCfgItemsPopup.jsp?ordnum=6064625- .10/12/2012 

(b)(4)

(b)(4)
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t 
Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Becton, Dickinson and Company 
BD Medical - Medical Surgical Systems 

510(k) Premarket Notification: Traditional 

BD PhaSeal Closed System Transfer Device 

t 

• 
Confidential & Proprietaiy 

Page 2 of 175 

Page 

Records processed under FOIA Request 2013-432; Released 10/7/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



1 Becton Drive 
Franklin Lakes, New Jersey 07417 
tei: 201.847.6800 
wwfw.bd.com 

-t^RiOB 

Helping all people 
live healthy lives 

ocris^ott 
«ece,Ved 

12 October 2012 

Office of Device Evaluation 
Center for Devices and Radiological Health 
Document Mail Center WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Re: 510(k) Premarket Notification: Traditional - PhaSeal Closed System Transfer Device 

To Whom It May Concem: 

BD hereby submits this Traditional 510(k) (original and copy) to re-classily the previously cleared PhaSeal Closed 

System Transfer Device under product code 

 In addition, the wording ofthe indication for use statement has been modified to better reflect the definition 

provided by the ONB product code. There is no design or performance change associated with this 510(k) submission. 

We consider our intent to market this device as confidental information and request it be treated as such by FDA. We 

have taken precautions to protect the confidentiality ofthe intent to market these devices. We understand that the 

submission to the govemment of false information is prohibited by 18 U.S.C. 1001 and 21 U.S.C. 331(q). 

Thank you in advance for your consideration of our application. If there are any questions, please contact me at your 

earliest convenience. 

Sincerely, 

John Roberts 
Regulatory Affair Specialist 
BD Medical - Medical Surgical Systems 
Tel: 201 847 5473 
Fax: 201 847 5307 
j ohn_w_roberts@bd .com 

Becton. Dickinson and Company 
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1 Becton Drive 
Franklin Lakes, New Jersey 07417 
tei; 201.847.6800 
www.bd.com BD 

Helping all people 
live healthy lives 

12 October 2012 

Office of Device Evaluation 
Center for Devices and Radiological Health 
Document Mail Center WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

Re: 510(k) Premarket Notification: Traditional - PhaSeal Closed System Transfer Device 

To Whom It May Concern: 

BD hereby submits this Traditional 510(k) (original and copy) to re-classify the previously cleared PhaSeal Closed 

System Transfer Device under product code 

 In addition, the wording ofthe indication for use statement has been modified to better reflect the definition 

provided by the ONB product code. There is no design or performance change associated with this 510(k) submission. 

We consider our intent to market this device as confidental information and request it be treated as such by FDA. We 

have taken precautions to protect the confidentiality ofthe intent to market these devices. We understand that the 

submission to the govemment of false information is prohibited by 18 U.S.C. 1001 and 21 U.S.C. 331(q). 

Thank you in advance for your consideration of our application. If there are any questions, please contact me at your 

earliest convenience. 

Sincerely, 

Jofih Roberts 
cegulatory Affair Specialist 
BD Medical - Medical Surgical Systems 
Tel: 201 847 5473 
Fa.\:201 847 5307 
john_w_roberts@bd.com 

Becton, Dickinson and Company 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD ANO DRUG ADMINISTRATION 

. CDRH PREMARKET REVIEW SUBMISSION COVER SHEET 
fcate of Submission 
^ 1 5 / 2 0 1 2 

User Fee Payment ID Number 

Form Approval 
OMB No. 9010-0120 
Expiration Date: August 31, 2010. 
See OMB Statement on page 5. 

FDA Submission Document Number (if known) 

SECTIONA 
PMA 

n Original Submission 
1 1 Premarket Report 

1 1 Modular Submission 

1 1 Amendment 

n Report 
1 1 Report Amendment 

1 1 Licensing Agreement 

IDE 

n Original Submission 
1 1 Amendment 

1 1 Supplement 

Have you used or cited Sta 

. •• . 1 

PMA & HDE Supplement 

n Regular (180 day) 
n Special 
n Panel Track (PMA Only) 
n 30-day Supplement 
n 30-day Notice 
n 135-day Supplement 
1 1 Real-time Review 

1 1 Amendment to PMA 
&HDE Supplement 

n Other 
Humanitarian Device 

Exemption (HDE) 

n Original Submission 
1 1 Amendment 

1 1 Supplement 

n Report 
1 1 Report Amendment 

ndards in your submission? 

TYPE OF SUBMISSION ( 
PDP 

n Original PDP ' 
1 1 Notiee of Completion 

L J Amendment to PDP 

1 

' 

Class II Exemption Petition 
1 

1 1 Original Submission 

1 1 Additional Information 

510(k) 
IXI Original Submission: 

^ Traditional 

n Special 
n Abbreviated (Complete 

section 1, Page 5) 

n Additional Information 
n Third Party 

Evaluation of Automatic 
Class III Designation 

(De Novo) 

1 1 Original Submission 

n Additional Information 

Meeting 
nPre-510(K) Meeting 
n Pre-IDE Meeting 
1 1 Pre-PMA Meeting 

n Pre-PDP Meeting 
n Day 100 Meeting 
n Agreement Meeting 
n Determination Meeting 
n Other (specify): 

other Submission 

n 513(g) 
n Other 

(describe submission): 

n Yes n No (If Yes, please complete Section 1. Page 5) 

SECTION B SUBMITTER, APPLICANT OR SPONSOR 
Company / Institution Name 
Becton, Dickinson and Company 

^ iv is ion Name (if applicable) 
B D Medical Surgical 

• t r e e t Address 
1 Becton Drive MC237 

City 
Franklin Lakes 

Establishment Registration Number (if known) 
2243072 

Phone Number (including area code) 
( ' 2 0 1 ) 847-5473 

1 

F/y( Number (including area code) 
( 1 201 ) 847-5307 

State / Province 
NJ 

ZIP/Postal Code 
07417 

Country 
USA 

Contact Name 
John Roberts 

Contact Title 
Regulatory Affairs Specialist 

Contact E-mail Address 
john_w_roberts@bd.con 1 

SECTION C APPLICATION CORRESPONDENT (e.g., consultant, if different from above) 
Company / Institution Name 

Division Name (if applicable) 

Street Address 

City 

1 

Phone Number (including area code) 

( • ) 

FAX Number (including area code) 

( ) 

State / Province ZIP/Postal Code Country 

Contact Name | 

fcontact Title Contact E-mail Address 
1 
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE 

B j Withdrawal 

w n Additional or Expanded Indications 

1 1 Request for Extension • 

n Post-approval Study Protocol 

n Request for Applicant Hold 

n Request for Removal of Applicant Hold 

1 1 Request to Remove or Add Manufacturing Site 

n Process change: 

1 1 Manufacturing 

1 1 Sterilization 

1 1 Packaging 

1 1 other (specify below) 

1 1 Response to FDA correspondence: 

n Other Reason (specify): 

1 1 Change in design, component, or 

specification: 

1 1 Software / Hardware 

1 1 Color Additive 

n Material 
1 1 Specifications 

1 1 other (specify below) 

1 1 Labeling change: 

1 1 Indications 

1 1 Instmctions 

1 1 Performance 

n Shelf Life 

1 1 Trade Name 

1 1 other (specify below) 

1 1 Location change: 

1 1 Manufacturer 

1 1 Sterilizer 

1 1 Packager 

1 1 Report Submission: 

1 1 Annual or Periodic 

n Post-approval Study 

1 1 Adverse Reaction 

n Device Defect 

1 1 Amendment 

1 1 Change in Ownership 

n Change in Correspondent 

1 1 Change of Applicant Address 

SECTION D2 

New Device 

New Indication 

Addition of Institution 

Expansion / Extension of Study 

I I IRB Certification 

I I Termination of Study 

I I Withdrawal of Application 

I I Unanticipated Adverse Effect 

I I Notification of Emergency Use 

I I Compassionate Use Request 

n Treatment IDE 

I I Continued Access 

REASON FOR APPLICATION - IDE 

I I Change in: 

I I Correspondent / Applicant 

I I Design / Device 

I I Informed Consent 

I I Manufacturer 

I I Manufacturing Process 

I I Protocol - Feasibility 

I I Protocol - other 

n Sponsor 

I I Report submission: 

I I Current Investigator 

I I Annual Progress Report 

I I Site Waiver Report 

n Final 

I I Repose to FDA Letter Concerning: 

I I Conditional Approval 

I I Deemed Approved 

I I Deficient Final Report 

I I Deficient Progress Report 

I I Deficient Investigator Report 

I I Disapproval 

I I Request Extension of 

Time to Respond to FDA 

I I Request Meeting 

I I Request Hearing 

I I other Reason (specify): 

SECTION D3 REASON FOR SUBMISSION-510(k)[ \ 

n New Device 1 1 Additional or Expanded Indications 1 1 Change in Technology 

1X1 other Reason (specify): 
To re-classify the previously cleared PhaSeal Closed System Transfer Device under product code ONB which was created in response to Citizens 
Petition Docket* FDA-2008-P-0I96. In addition, the wording ofthe indication for use statement has been modified to better reflect the definition 
provided by the ONB product code. 

1 
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS 

B 1 1 
roduct codes of devices to which substantial equivalence is claimed 

LHI 2 

6 

Information on devices to which substantial equivalence is 

.? 

1 

2 

3 

4 

5 

6 

510(k) Nuniber 

K.090634 

KOO 1368 

K092782 

K972527 

K980381 

See 510(k) Cover Letter 

.. .;r 

1 

2 

3 

4 

5 

6 

3 

7 

4 

8 

Summary of, or statement concerning, 
safety and effectiveness information 

^ 510 (k) summary attached 
n 510 (k) statement 

claimed (if known) 

Trade or Proprietary or Model Name 

PhaSeal Protector P14, P21, P28 AND P50 

P21, P50, P14, Injector Luer Lock, Infusion 
Adaptor 

Injector luer, Model N34, Injector Luer Lock, 
MODEL N35, Injector Luer Lock, N35C, 
Connector Luer Lock, Model C35, 

PhaSeal, System for sealed handling of 
Chemotherapeutic Agents 

PhaSeal, closed system for handling of 
patenteral drugs, additional administration 
devices. C80 Infusion Adapter, AIO PRO 

'.'̂ -

1 

2 

3 

4 

5 

6 

Manufacturer 

Carmel Pharma AB 

Carmel Pharma AB 

Carmel Pharma AB 

Carmel Pharma AB 

Canmel Pharma AB 

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS 

Common or usual name or classification 

Closed antineoplastic and hazardous drug reconstitution and transfer system 

. 1 

2 

3 

4 

5 

Trade or Proprietary or Model Name for This Device 

BD PhaSeal Closed System Transfer Device 

1 
1 

2 

3 

4 

5 

Model Number 

NA 

FDA document numbers of all prior related submissions (regardless of outcome) 
1 
K972527 
7 
K092782 

2 
K980381 
8 
K110023 

Data Included in Submission 
IA I Laborato 

3 
KOO 1368 
9 
K1027I1 

ry Testing n A 

4 
K023747 
10 
K083540 

nimal Trials n 

5 
K060866 
11 
K120384 

Human Trials 

6 
K090634 
12 

SECTION G 

Product Code 
ONB 

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS 
C.F.R. Section (if applicable) 
880.5440 

Classification Panel 
876 Gastroenterology and Urology 

Device Class 

n Class 1 ^ Class 11 

n Class 111 n Unclassified 

f 
Indications (from labeling) 
The PhaSeal system is an airtight and leakproof closed system drug transfer device (CSTD) that mechanically prohibits the transfer of environmental 
ontaminants into the system and the escape of drug or vapor concentrations outside ofthe system, thereby minimizing individual and environmental 

posure to drug vapor, aerosols and spills. The PhaSeal System also prevents microbial ingress 
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s: Submission of this information does not affect the need to submit a 2891 
pr 2891a Device Establishment Registration torm. 

FDA Document Number (if known) 

i 
\ 

•SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELIATING TO A SUBMISSION 
1 • 

i ^ ^ Original 

n Add n Delete 

Facility Establishment Identifier (FEI) Number 

^ Original 

n Add n Delete 

^ Manufacturer n Contract Sterilizer 

1 1 Contract Manufacturer n Repackager / Relabeler 

Facility Establishment Identifier (FEI) Number 

1 1 Original 

n Add n Delete 

n Manufacturer ^ Contract Sterilizer 

1 1 Contract Manufacturer n Repackager / Relabeler 

Facility Establishment Identifier (FEI) Number 

Company / Institution Name 

Division Name (if applicable) 

Street Address 

City 

1 1 Manufacturer n Contract Sterilizer 

1 1 Contract Manufacturer n Repackager / Relabeler 

Establishment Registration Number 

Phone Number (including area code) 

( ) 

FAX Number (including area code) 

( ) 

State / Province 

Contact Title 

ZIP/Postal Code Country 

Contact E-mail Address 
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SECTION 1 U T I L I Z A T I O N OF STANDARDS ; 

Mo te : Complete this section If your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard" 
Statement. 

9 
1 

2 

3 

4 

5 

6 

7 

Standards No. 

Standards No. 

Standards No. 

Standards No. 

Standards No. 

Standards No. 

Standards No. 

Standards 
Organization 

Standards 
Organization 

Standards 
Organization 

Standards 
Organization 

Standards 
Organization 

Standards 
Organization 

Standards 
Organization 

Standards Title 

Standards Title 

Standards Title 

Standards Title 

Standards Title 

Standards Title 

Standards Title 

Version 

Version 

Version 

Version 

Version 

Version 

Version 

Date 

Date 

Date 

Date 

Date 

Date 

Date 

Please Include any additional standards to be cited on a separate page. 

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching 
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden 
estimate or any other aspect of this collection of infomiation, including suggestions for reducing this burden to: 

Food and Drug Administration 
CDRH (HFZ-342) 
9200 Corporate Blvd. 
Rockville, MD 20850 

B / i agency may nol conduct or sponsor, and a person is nol required lo respond lo, a collection of informalion unless i l displays a currently valid OMB control 
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FDA CDRH DMC 
Becton Dickinson Medical Surgical r \ r r i c orioBD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 .i Pre-Market Notification - Traditional 

^ . . J Section II-510(k) Cover Letter 
Received ^^m 

Becton, Dickinson and Company 

510(k) Type: Traditional 

Device Common Name: Closed antineoplastic and hazardous drug reconstitution and transfer system 

Submitter: Becton, Dickinson and Company 
1 Becton Drive 
Franklin Lakes, NJ 07417 USA 
Phone: 201 847 6800 

Establishment Registration number: 2243072 

Contact: John Roberts 
Tel: 201847 5473 
Fax: 201847 5307 
Email: john_w_roberts(a)bd.com 

Confidentiality: Confidentiality is claimed for those documents marked as such 

Classification Regulation: 21 880.5440 

Class: II 

Panel: General Hospital 

Product Code: ONB 

Associated Documents: 

1. 510(k) number K972527 
2. 510(k) number K980381 
3. 510(k) number KOO 1368 
4. 5IO(k)numberK023747 
5. 510(k) number K060866 
6. 510(k) number K090634 
7. 510(k) number K092782 
8. 510(k) number Kl 10023 

9. 510(k) number K120384 

Clearance letters associated vvith each ofthe referenced submissions are enclosed in Appendix I 

Basis for Submission: Reclassification to Product Code ONB 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section III - Indications for Use Statement / Purpose of Submission 

III. Indications for Use Statement / Purpose of Submission 

The intention ofthis submission is to modify the FDA-assigned product code ofthe previously 
cleared PhaSeal Closed System Transfer Device from LHI to product code ONB. 

Current Product Code 
Proposed Product Code 

LHI 
ONB 

Set, I.V. Fluid Transfer 
Closed Antineoplastic and Hazardous Drug Reconstitution 
and Transfer System 

The ONB product code is defined by CDRH as follows: 

Device: Closed Antineoplastic and Hazardous Drug Reconstitution and Transfer System 

Regulation Description: Intravascular Administration Set 

Definition: Reconstitute and transfer antineoplastic and other hazardous drugs in 
healthcare setting indicated to reduce exposure of healthcare personnel to chemotherapy 
agents in healthcare setting. 

Physical State: Vial adaptor with piercing spikes, contain Luer-Lock connector fitted with 
elastomeric membrane to provide a sealed connection between syringe, LV. 
administration set or transfer bag. May contain side pressure-equalizing protector unit. 
May contain needle-free access port. 

Technical Method: Placed over vial or container containing the chemotherapy drug. 

In order to meet this definition, the wording ofthe indication for use statement has been 
modified to better reflect the definition provided by the ONB product code. The additional text is 
boided in the fully transposed indications for use statement below. All other aspects ofthe 
indications for use statement are unchanged from the most recently cleared application K120384. 

The PhaSeal system is an airtight and leakproof closed system drug transfer device 
(CSTD) that mechanically prohibits the transfer of environmental contaminants into the 
system and the escape of drug or vapor concentrations outside the system, thereby 
minimizing individual and environmental exposure to drug vapor, aerosols and spills. 
The PhaSeal system also prevents microbial ingress. 

BD has included the additional descriptors "airtight" and "leakproof to align with the definition 
of Closed System Transfer Devices provided by the National Institute for Occupational Safety 
and Health (NIOSH) and the International Society of Oncology Pharmacy Practitioners (ISOPP). 
These characteristics of Closed System Transfer Devices are essential requirements to reduce 
health care workers from exposure to hazardous drugs. In addition, NIOSH also cites the need to 
prevent contaminates from entering the closed system during transfer. As such, in our most 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section 111 - Indications for Use Statement / Purpose of Submission 

recent clearance, we added the following statement to the Indications for Use: "The PhaSeal 
protector also prevents microbial ingress." At the time of submission of K120384, we did not 
have microbial ingress data for the connector portion ofthe system. The current submission 
contains the microbial ingress data on the connector. As such, we propose to extend the 
microbial ingress claim to the entire system; not just the PhaSeal Protector. 

The amended indication for use statement, in the official format, is provided on the next page of 
this submission. 
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Indications for Use Statement 

510(k) Number (if known): 

Device Name: PhaSeal® - A Closed Svstem Transfer Device 

Indications for Use: 

The PhaSeal system is an airtight and leakproof closed system drug transfer device 
(CSTD) that mechanically prohibits the transfer of environmental contaminants into the 
system and the escape of drug or vapor concentrations outside the system, thereby 
minimizing individual and environmental exposure to drug vapor, aerosols and spills. 
The PhaSeal system also prevents microbial ingress. 

Prescription Use X Axrr^/^r. Over-The-Counter Use 
^ AND/OR (Part 21 CFR 801 Subpart D) ' - ^ - ' — (21 CFR 801 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER 

PAGE OF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Page of 
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510(K) Summary of Safetv and Effectiveness 

Date Prepared: 12 October 2012 

1. Submitted By: 

John Roberts 
Regulatory Affairs Specialist 
BD Medical - Medical Surgical Systems 
1 Becton Drive 
Franklin Lakes, NJ 07417 
Tel: 201 847 5473; Fax: 201 847 5307 

2. Device Name: 
Trade Name: BD PhaSeal® Closed System Drug Transfer Device 
Common Name: Closed antineoplastic & hazardous drug reconstitution & transfer system 
Classification Name: Intravascular administration set 
Classification: Class 11, 21 CFR 880.5440 

3. Predicate Device: 
PhaSeal Protector: K090634 
PhaSeal Injector: KOO 1368, K092782 
PhaSeal Connector: K972527, K980381, K060866, K092782, Kl 10023 

4. Device Description: 

The PhaSeal® System is a sterile single-used closed system drug transfer device. The 
closed transfer of liquid takes place through a double membrane utilizing self-sealing 
elastomeric membranes, tightly fitted together through a bayonet fitting on all PhaSeal 
components. A single lumen cannula perforates the double membranes fro the transfer of 
liquid. When the cannula is retracted the membranes seal off the transfer of 
environmental contaminants into the system and/or escape of drug or vapor 
concentrations outside the system, thereby minimizing the individual and environmental 
exposure to drug vapor, aerosols and spills and also minimizing the risk of microbial 
contamination. 

5. Indications for Use: 

The PhaSeal system is an airtight and leakproof closed system drug transfer device 
(CSTD) that mechanically prohibits the transfer of environmental contaminants into the 
system and the escape of drug or vapor concentrations outside the system, thereby 
minimizing individual and environmental exposure to drug vapor, aerosols and spills. 
The PhaSeal system also prevents microbial ingress. 
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6. Technological Characteristics: 

The technological characteristics ofthe subject device are identical to those ofthe 
predicate devices. 

Performance: 

The additional tests referenced in the table have been provided in order to substantiate the 
use of product code ONB - Closed antineoplastic and hazardous drug reconstitution and 
transfer system - for the BD PhaSeal® Closed System Drug Transfer Device. BD has 
included the additional airtight and leakproof requirement as both of these requirements 
are cited by the National Institute for Occupational Safety and Health (NIOSH) and the 
International Society of Oncology Pharmacy Practitioners (ISOPP) as essential 
requirements necessary to reduce health care workers from exposure to hazardous drugs. 
In addition, NIOSH also cites the need to prevent contaminates from entering the closed 
system during transfer. As such, BD proposes to extend the microbial ingress claim to the 
entire system; not just the PhaSeal Protector. As there is no change to the subject device 
in comparison to the predicate devices, the perfonnance data provided represent the 
performance of both the predicate and subject device ofthis 510(k). 

Item# 

1 

2 

3 

Performance Specification: 

Leakproof Connections 

Airtight Connections 

Microbial Ingress 

Status of BD PhaSeal® System 

No Leaks (Fluorescein Test)''^ 

No Visable Smoke (TiCU Test)' 

No Ingress at the Protector or Connector 

Spivey S, Connor T. Determining sources of workplace contamination with antineoplastic drugs and comparing 
conventional IV drug preparation with a closed system. Hasp Pharm. 2003; 38(2): 135-139. 
~ Jorgenson J. Spivey S, Au C et al. Contamination comparison of transfer devices intended for handling hazardous drugs. 
Hosp Pharm. 2008: 43(9): 723-727 
' Ibid 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section V -Truthful and Accurate Statement 

Pre-Market Notification Truthful and Accurate Statement 

1 certify that, in my capacity as Regulatory Affairs Specialist at Becton, Dickinson and 
Company, I believe to the best of my knowledge that all data and information submitted 
in the Pre-Market Notification are truthful and accurate and that no material fact has been 
omitted. 

^2^c::i^zoii^ 
(Date) 

John Roberts 
Regulatory Affairs Specialist 
BD Medical - Medical Surgical Systems 

Confidential & Proprietary 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section VI - Class (II Summary and Certification . 

VI. Class III Summary and Certification 

This Premarket Notification is written for a Class 11 Medical Device. The Class 111 
Summary and Certification requirements do not apply. 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section VII - Financial Certification or Disclosure Statement 

VII. Financial Certification or Disclosure Statement 

The Financial Certification and Disclosure requirements do not apply to this 
Premarket Notification since there were no clinical trials conducted or clinical 
investigators involved. 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section VIM - Declaration of Conformity and Summary Reports 

VIII. Declaration of Conformity and Summary Reports 

This Premarket Notification is not an Abbreviated 510(k), therefore a Declaration of 
Conformity and Summary Report is not included. 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section IX - Executive Summary 

IX. Executive Summary 

1. Companv Name and Address: 

Becton, Dickinson and Company 
1 Becton Drive 
Franklin Lakes, NJ 07417 

2. Contact Information: 

John Roberts 
Regulatory Affairs Specialist 
Tel: 201 847 5473 
Fa.x: 201 847 5307 
E-mail: john_w_roberts@bd.com 

3. Establishment Registration Information: 

Manufacturing Sites:

Parent Company: Becton, Dickinson and Company 
1 Becton Drive 
Franklin Lakes, NJ 07417 
FDA Facility Registration Number: 2243072 

Sterilization Sites:

4. Identification of Subiect Device 

Trade Name: BD PhaSeal® Closed System Drug Transfer Device 
Common Name: Closed antineoplastic & hazardous drug reconstitution & transfer system 
Classification Name: Intravascular administration set 
Classification: Class 11, 21 CFR 880.5440 

5. Identification of Predicate Device 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section IX - Executive Summary 

PhaSeal Protector: K090634 
PhaSeal Injector: K001368, K092782 
PhaSeal Connector: K972527, K980381, K060866, K092782, K110023 

6. Indications for Use 

The PhaSeal system is an airtight and leak-proof closed system drug transfer device 
(CSTD) that mechanically prohibits the transfer of environmental contaminants into the 
system and the escape of drug or vapor concentrations outside the system, thereby 
minimizing individual and environmental exposure to drug vapor, aerosols and spills. 
The PhaSeal System also prevents microbial ingress. 

7. Purpose of Submission 

The intention ofthis submission is to modify the FDA-assigned product ofthe previously 
cleared PhaSeal Closed System Transfer Device from LHI to product code ONB. 

Current Product Code 
Proposed Product Code 

LHI 
ONB 

Set, I.V. Fluid Transfer 
Closed Antineoplastic and Hazardous Drug 
Reconstitution and transfer System 

The ONB product code is defined by CDRH as follows: 

Device: Closed Antineoplastic and Hazardous Drug Reconstitution and Transfer 
System 

Regulation Description: Intravascular Administration Set 

Definition: Reconstitute and transfer antineoplastic and other hazardous drugs in 
healthcare setting indicated to reduce exposure of healthcare personnel to 
chemotherapy agents in healthcare setting. 

Physical State: Vial adaptor with piercing spikes, contain Luer-Lock connector 
fitted with elastomeric membrane to provide a sealed connection between syringe, 
I.V. administration set or transfer bag. May contain side pressure-equalizing 
protector unit. May contain needle-free access port. 

Technical Method: Placed over vial or container containing the chemotherapy 
drug. 

In order to meet this definition, the wording ofthe indication for use statement has been 
modified to better reflect the definition provided by the ONB product code. The 
additional text is boided in the fiilly transposed indications for use statement below. All 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section IX - Executive Summary 

Other aspects ofthe indications for use statement are unchanged from the most recently 
cleared application K120384. 

The PhaSeal system is an airtight and leakproof closed system drug transfer 
device (CSTD) that mechanically prohibits the transfer of environmental 
contaminants into the system and the escape of drug or vapor concentrations 
outside the system, thereby minimizing individual and environmental exposure to 
drug vapor, aerosols and spills. The PhaSeal System also prevents microbial 
ingress. 

BD has included the additional descriptors "airtight" and "leakproof to align with the 
definition of Closed System Transfer Devices provided by the National Institute for 
Occupational Safety and Health (NIOSH) and the International Society of Oncology 
Pharmacy Practitioners (ISOPP). These characteristics of Closed System Transfer 
Devices are essential requirements to reduce health care workers fi-om exposure to 
hazardous drugs. 

Potential routes of exposure to hazardous drugs include, but may not be limited to, 
dermal absorption, inhalation and ingestion. As none ofthe possible entry points can be 
eliminated as a potential risk, ISOPP specifies that only "Airtight" and "Leakproof 
devices prevent chemical contamination: 

• A product described as a closed-system must be "leakproof and airtight"— t̂herefore 
vented, filtered devices are not closed. A product cannot be "semi-closed;" 

• The vapor of cytotoxic products are not retained by filters with a diameter of 0.22fxm 
and HEPA filters; 

• To avoid confusion, it is strongly recommended that ifa device claims to prevent 
chemical contamination it should be airtight and leakproof' 

In concurrence with these requirements proposed by ISOPP, NIOSH offers the following 
definition: 

• Closed system drug-transfer device (CSTD): a drug transfer device that mechanically 
prohibits the transfer of environmental contaminants into the system and the escape 
of hazardous drug or vapor concentrations outside the system.'̂  

It is also important to note that NIOSH stresses that a CSTD must also prohibit the 
transfer of environmental contaminants into the system. As such, BD has further 
modified the indication concerning microbial ingress to include the entire system as 
opposed to just the PhaSeal Protector. 

' ISOPP Standards of Practice. Joumal of Oncology Pharmacy Practice. 2007; 13 Suppl: 1-81 
- National Institute for Occupational Safety and Health (NIOSH) NIOSH alert 2004-165. Preventing occupational 
exposures to antineoplastic and other hazardous drugs in health care settings. Cincinnati, OH: NIOSH; 2004. 
Available at http://www.cdc.gov/niosh/docs/2004-165/pdfs/2004-165.pdf 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Tradifional 

Section IX - Executive Summary 

To summarize, between the three definitions provided by FDA, NIOSH and ISOPP, BD 
has identified three critical characteristics ofa CSTD. 

• The system is airtight 

• The system is leak proof 

• The system prevents contaminates from entering the system 

Please find described in the Summary of Performance testing section outlined below 4 
tests which demonstrate that the BD PhaSeal system meets these three requirements: Full 
study reports can be found in Appendix 111 

1. Spivey S, Connor T. "Determining sources of workplace contamination with 
antineoplastic drugs and comparing conventional IV drug preparation with a 
closed system." Hosp Pharm. 2003; 38(2): 135-139. 

2. Jorgenson J, Spivey S, Au C et al. "Contamination comparison of transfer devices 
intended for handling hazardous drugs." Hosp Pharm. 2008; 43(9): 723-727 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section IX - Executive Summary 

Device Description 

The PhaSeal® System is a sterile single-used closed system drug transfer device. The 
closed transfer of liquid takes place through a double membrane utilizing self-sealing 
elastomeric membranes, tightly fitted together through a bayonet fitting on all PhaSeal 
components. A single lumen cannula perforates the double membranes fro the transfer of 
liquid. When the cannula is retracted the membranes seal off the transfer of 
environmental contaminants into the system and/or escape of drug or vapor 
concentrations outside the system, thereby minimizing the individual and environmental 
exposure to drug vapor, aerosols and spills and also minimizes the risk of microbial 
contamination. 

The PhaSeal® System is composed ofthe following components. Each ofthe 
components has been cleared via various 510(k)s. However, the entire system was once 
again cleared on 12 Sep 2012 for a modification to the indications for use. Specifically, 
the system was modified 

Table 1. List of components 
PhaSeal Protector 

PhaSeal Injector 

PhaSeal Connector 

of PhaSeal System and their 
P14 
P21 
P28 
P50 
N30C 
N31 
N35 
N35C 
C35 
C45 
C40 
C48 
C50 
C60 
C61 
C70 
C80 
ClOO 

respective 510(k) numbers. 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
K120384 
KI20384 
K120384 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section IX - Executive Summary 

Picture 1: Examples ofBD PhaSeal® System andpro^^sj 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notificafion - Traditional 

Section IX - Executive Summary 

Description of Each Component ofthe PhaSeal System 

• PhaSeal Protector: 

The Protector is a drug vial adapter that is fitted to the drug vial and seals against the 
closure ofthe vial - see Picture 2. The Protector is used as a docking station between 
the drug vial and the Injector for injection of diluents into the drug vial and/or 
extraction of liquid drug from the vial. In addition the Protector equilibrates the 
pressure difference which occurs when fluid or air is added or removed to/fi-om the 
drug vial. The Protector is provided in four different sizes which are intended to be 
compatible with various sizes of drug vials ranging from necks from 013mm to 
028mm. 

Picture 2: PhaSeal Protector 

• • ^ ^ i:.. #* 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section IX - Executive Summary 

• PhaSeal Injector: 

The Injector is designed with a single lumen cannula that is encapsulated in a plastic 
chamber- see Picture 3. One end of Injector locks onto an extemal device (i.e. syringe) 
equipped with Luer or Luer Lock fitting. The other end of Injector is sealed with a 
thermoplastic elastomeric membrane. The elastomeric membrane mates with the 
"docking station" ofthe PhaSeal Protector or PhaSeal Connector component equipped 
with the corresponding "docking station" (i.e. bayonet fitting). The bayonet fitting 
allows the two elastomeric membranes to be pressed together and a sealed transfer of 
drug to/from the Protector or to the Connector can be made. 

The Injector has a safety feature that must be released to allow the cannula to 
penetrate the elastomeric membranes and the drug vial stopper. The safety feature is 
disengaged and re-engaged via the decisive push-turn-push ErgoMotion^'^ which is 
described in the BD PhaSeal Instructions for Use. While engaged, the cannula will 
remain in the safety sleeve - the blue color portion ofthe Injector. Once attached to a 
Protector or Connector, the Injector cannot be separated from the bayonet fitting until 
the needle has been fully retracted into the sealed chamber and the safety feature is 
re-engaged to ensure the cannula is in the sealed chamber. Thereafter the bayonet 
fitting can be opened and the Injector is released from the "docking station". 

Picture 3: PhaSeal Injector 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section IX - Executive Summary 

PhaSeal Connector: 

The Connector is the interface for patient administration ofthe drug - see pictures 4-7. 
The bayonet fitting ofthe Connector mates with the Injector. The elastomeric 
membranes ofthe Connector and the Injector press together to create a seal that 
enables closed transfer of drug to the patient IV line or into an IV bag. After the drug 
transfer, the Injector cannula is pulled back via the decisive push-tum-push 
ErgoMotion^'^ into the safety sleeve and the Injector can be separated from the 
Connector. Connectors are provided with a variety of device mating features 
including a luer fitting, an IV spike (infusion adaptor), secondary set or Y-site 
connector 

Picture 4: Connector - Infusion Adaptor Picture 5: Connector - Y-Site 

m s p--7 

Picture 6: Connector - Secondary Set Picture 7: Connector - Liter Lock 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section IX - Executive Summary 

A. Summary of Performance Testing 

In Appendix 111, please find two peer-reviewed publications as well as two Microbial 
Ingress studies (per FDA guidance) to support the airtight, leak proof and contaminate 
free requirements that are essential to ensuring healthcare worker safety when preparing 
and administering hazardous drugs. 

1. Spivey S, Connor T. "Determining sources of workplace contamination with 
antineoplastic drugs and comparing conventional IV drug preparation with a closed 
system." Hosp Pharm. 2003; 38(2): 135-139. 

2. Jorgenson J, Spivey S, Au C et al. "Contamination comparison of transfer devices 
intended for handling hazardous drugs." Hosp Pharm. 2008; 43(9): 723-727 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section IX - Executive Summary 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section IX - Executive Summary 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section IX - Executive Summary 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section IX - Executive Summary 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section IX - Executive Summary 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section IX - Executive Summary 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section IX - Executive Summary 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section IX - Executive Summary 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section X - Device Description 

DEVICE DESCRIPTION 

This section is not applicable, as change described in this 510(k0 relates only to the 
Reclassification ofBD Phaseal to product code ONB, and the revision to the indications 
for use statement to better reflect the new product code. No other change has been made. 
The performance specifications, device design, models, accessories and components are 
identical to the predicate device 

Confidential & Proprietary Page 

Page 38 of 175 

Records processed under FOIA Request 2013-432; Released 10/7/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XI - Substantial Equivalence Rationale 

XI SUBSTANTIAL EQUIVALENCE RATIONALE 
Ckaracteristic t j >-'5̂  

^Indications for Use r 

• ' 

:Descriptioh / " • •' 
^Transfer Mechanism > 
;Corinection'bet\yeen 
PhaSeal Components ."̂  
Cornponents^ ' , 
Protector Spike • 

TnjectoiriCanniila ; -"s. 
Fitting Connection to ' 
^externalstandard ' 1; 
:syringear-..,^-.;.te;-'.ii 
'Fitting Gphnection to .; 
externa KstandardilvV' •:i 
Une •%̂  ••; I-V-:•::.•- .•/•; 

.Fitting Connection to'•' 
. externaLstandard iV- "̂  
' b a i - " v '̂ > - i . • 
Need le^Saftty Feature^ 

;:(lrijector;Ohly); ,;A (:, 
:;Sterilizatioh Method 

•ISubjectDevicCrBDiF'haSeai-^ftaM^ 
The PhaSeal system is an airtight and leak-
proof closed system drug transfer device 
(CSTD) that mechanically prohibits the 
transfer of environmental contaminants into 
the system and the escape of drug or vapor 
concentrations outside the system, thereby 
minimizing individual and environmental 
exposure to drug vapor, aerosols and spills. 
The PhaSeal system also prevents microbial 
ingress 
Closed System Drug Transfer Device 
Elastomeric Double Membrane 
Bayonet Fitting with Elastomeric Double 
Membrane 
Protector, Injector, Connector 
Stainless Steel or Plastic 
Stainless Steel 
Injector: Luer / Luer Lock Connection 

Luer Lock or Spike Port 

Spike 

Safety sleeve - ErgoMotion"^ 

EO 

•'PriedicItie'D^yiceVBD'Ph 
The PhaSeal system is a closed system 
drug transfer device (CSTD) that 
mechanically prohibits the transfer of 
environmental contaminants into the 
system and the escape of drug or vapor 
concentrations outside the system, 
thereby minimizing individual and 
environmental exposure to drug vapor, 
aerosols and spills. The PhaSeal 
Protector also prevents microbial ingress 
Closed System Drug Transfer Device 
Elastomeric Double Membrane 
Bayonet Fitting with Elastomeric 
Double Membrane 
Protector, Injector, Connector 
Stainless Steel or Plastic 
Stainless Steel 
Injector: Luer / Luer Lock Connection 

Luer Lock or Spike Port 

Spike 

Safety sleeve - ErgoMotion "̂ ^ 

EO 

•''EquivalenceiSgil-'fe^Sfefe^ 
Equivalent to Predicate 

Identical to Predicate 
Identical to Predicate 
Identical to Predicate 

Identical to Predicate 
Identical to Predicate 
Identical to Predicate 
Identical to Predicate 

Identical to Predicate 

Identical to Predicate 

Identical to Predicate 

Identical to Predicate 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XII - Proposed Labeling 

XIL Proposed Labeling 

The following labeling has been provided as a representative sample ofthe BD PhaSeal 
Closed System Transfer Device labeling and instmctions for use. 

BD PhaSeal Connector 
Proposed Labeled 
Unit Label 
Shelf Label 
Case Label 
IFU 

Representative Sample ' • , 
C35 Labeling Provided 

Page 
42 
43 
44 
44 

BD PhaSeal Injector 
Proposed Labeled 
Unit Label 
Shelf Label 
Case Label 
IFU 

Representative Sample 
N35 Labeling Provided 

Page^v . 
45 
46 
47 
47 

BD PhaSeal Protector 
Proposed Labeled 
Unit Label 
Shelf Label 
Case Label 
IFU 

Representative Sample 
P21 Labeling Provided 

Page 
48 
49 
50 
50 
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1. Outside printer to print entire label (variable and non variable). 

2. Outside printer to print non variable and the M fg site to print the balance. 

3. Outside printer to print a given port ion o f the graphic and the Mfg site to print the balance. 

4. Mfg site to print the entire label (variable and non variable). 
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I LOT I 

QTY: 200 
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a ^ 1 Becton, Dickinion and Company Limited, 
I I M Pottery Road, Dun L«oghaire, 
3 Co. Dublin, Ireland. 
(̂  Made in Spain www.bd.com 

VENDOR INFO 
HOLDING LINES .. DO NOT PRINT 

PRINT BARCODE 
AS SHOWN 

©BD PhaSeal" 
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QTY: 200 
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PRINT EXPIRATION DATE. 
MANUFAaURINC DATE AND 
LOT NUMBER AS SHOWN 

The attached graphics have been set up in a 

non variable and variable format as depicted. 

The printing supplier and final manufacturing printer may 

print all or any portion o f the graphic as long as the complete 

graphic is in place at the completion o f production. 

The following scenarios currently exist and are acceptable: 

1. Outside printer to print entire label (variable and non variable). 

2. Outside printer to print non variable and the Mfg site to print the balance. 

3. Outside printer to print a given portion o f the graphic and the Mfg site to print the balance. 

4. Mfg site to print the entire label (variable and non variable). 

• 
I Process 1 
I Black I 
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I STERILE JEOl ( J ) ( § ) 

A R«Onl, C t 0 4 1 3 

^ 1 Becton, Dickinson end 
m l Company Umited, a 

potteiy Road. S 
Dun Laoghaire, ? 
CO. Dublin, Ireland. ^ 
www.bd.com a 

VENDOR NOTES 

r ^ 

@6D PhaSeal" 
Injector Luer 
Lock (N35) 

@515003 
1 ^ 1234S67 ^^ 

S 20XX-XX 

I STERILE I EO I (g ) (§) 

ZK fa Only C € o 4 1 3 
^^ J B K t o f ^ DkUfBOTi and 
U B Cwnpiny LimltM. S 

Dun Liogtulra. ? 
Co. DIAHK m lud . 5 

EXPIRATION DATE 

MANUFACTURING DATE AND 

LOT NUMBER AS SHOWN 

The attached graphics have been set up in a 

non variable and variable format as depicted. 

The printing supplier and final manufacturing printer may 

print all or any portion of the graphic as long as the compiete 

graphic is in place at the completion of production. 

The foilowing scenarios currently exist and are acceptable: 

1. Outside printer to print entire label (variable and non variable). 

2. Outside printer to print non variable and the Mfg site to print the balance. 

3. Outside printer to print a given portion of the graphic and the Mfg site to print the balance. 

4. Mfg site to print the entire label (variable and non variable). 
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4 K E E R A K E. Hodka vanayan k a i M k s n ) i k t v 
<I V A J U T A C L UnanUnnaM v ^ j u g e HC aia. 

O PA IN A. Pam Neu imu r f u i y h m u j u n . 
9 k r A A N N A P u u t i i n n v i l i c i v n a o i a l a i a k 
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d t Tn tH f ace d t c r 

t h t eO PhaSt id» 

L tUHLu t U v i d i ^ i t . a n t b y t i * 
Dd n o i a K i ^ C in i l y n a n u 
B O P h a S ^ J i " 

AnopoiWTt x u ^ i c vo 

ouoT^lXTTOC BO PhaSaal? 

BD P h a S n d ™ i l i | t n c t n i n 

m » i n i i 1 i l O f M S t d ' " 

1 - m ;nn» yn "ai mw 
n t n Y n o in p r ^ ratai 
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nnjector) 

D V> ^ flrjraon l y r c m t t 

• l i U H r v M i k l - U p u t a u u p o r a b u 
BD PhiSed*" je z n w r e n u n t m z i pnferat l ^ t ia n OoOct do Pdcvi ika P r a u h o i |e namfenien ta pnpretnu b ieUwi u u t v o r e n m uv)eti ini. EanpaPD4io u 
nandardntn boacana I gitom piorricta Ur ren . ; amrn>2Sr r rn . Md|CBOl gore. i t i b i e W M m a t o p nisu koraiaindiorani i pdiprop<lemrn(PP) Sttninc i t u l c n o t l i d l 
Pikovin i* Jt (icRlno i k o n^i o n e f e r a Konnice potrebnu 1 pntwateru iniiavenUiu pr imitnu N t kontute ga ponomo k iko b m t integh Lori laminaaiu.. 
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P O V U C I T E . P o w t n * • r i t t ' ta u m i n g . 
O K R E N I T L C H O a z a A O r u i d u T A t e . ' ' 
P 0 V U Cl T E. Povuoie i r (ck ia kato bffie ga o d w f l i 
o o q n i n c pcwrlne. 

Lo rvonsK i BD PftaSeal'''.a 

0 3 Maqya r - Haszn4lat l u t m u l a l A 
A BDPhaSeN"* t a n l e n d n c r u g y o g y u c r D c a d a n b i i r a i i i z a m a d l a i r t u i v a t a i d a Pete<]DavalAbtaaliig Ao iDtc t tc rce lpagyOgyuerck zan clot t u n h e 
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megdoz t t * c rd t k tbcn . V i g y t u c N c n a t Z n a l i i . l u a vtdokupak lala vagyrulnvl ik. ABD PhaSeal"*rendncrhaunaiala u n n m n d i g a l e h t n e i z e t t t f oq |amtq N t 
loqia T t g at lr<c«nr k t l , r n t c i . v i n a g . konklv g imaugoval rcnoHkt io qyOgvlttr a m p i M k hinnalaia n a l t n gydzoaon meg a n d hogy a Pmactor t i u Injector 
f e n f r t ue i t i imk t i nek . t t a nyoml i k j t g y t i i i i t i mukOdik Tdbb ptrfoiacidi lOvciatn a k i a i o mamortn i t l | t i n m t r > n lomlk 

n v d R u d a vcdokupatol . 
H t i v u i c IH a P re i t don 1 ^ . 
hogy I I I hef r t r t pa l ta iyv i 
u a i T V i i U n . 

SzNion f d a ddzivi tk vagy a 
u u l i i e g t i h l ^ t l t n i k 
mcg'elHo mennjfuaij i j 

O T O L M BE Tdia bt at r f t a o n a csaUoitatD fddetbe. 
a>FORDITSA E L Fo^a meg a mir t icumi . « f o n f u i d 
Q T O L J A BE Nyo tY fa l ta rog in t i h t i . 

C u t la L O I I atta a fac ik indo i 

At a i r p i H l l u g g d e g n e n 
l a n v i rvomt i Dc a I tvcgoi 
vagy a hlgltbl az ampi iUba 
A tagdO tamr i fctfL^Odik. 

u n i t I t i a gyogyucn a 
fcctkcnoobe A i a g J d k a i r r a 

) H iJ I Z A K t >*Lizia v n a i u hjactcn. 
I F O R O I T S A ELFog)amFgirTiait idalcX. t i l o r d l B i d 
i H u Z Z A Kl H i o u k l a i I n j K t o n a o a i d C i l d i J e T i d 

i t t t t n d e V i u u U i t r dd i t ocn 
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ot^du). S U I * . f t i n t p a l t o u oakiKW. Rtikia v a o m a i n i piNilornaa a d v a t n t a i t nitkaMmo J veiM pnnaoaii. Vt r igo i i r i u r t o i . r i * ^ 
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n t w t o e u m o i n [»anemto raravenom a ^ A t ^ t i pratai HeipnawqMl aitJncm. lai rrp»l i>gu nftcBanot Uzmanlbut Nazmanqjei . ) i «a*gaDnaKal r valgai va nu t rcu l i i 
t av l viea Uetqol BO P h i S t d ' " iBlCiTV wnrn t r laciancl b d J i d r i l l Ntianimct iTfdccfB d n i t I t o OduL L rK fm l l | u p u ^ 
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pdypropyttcn <rp) Siantl (etnykcmciOt) S iendi tnT i j dav tn i i t k ing Dctchiagd n CeOiuk M v c i v f l t en geaccetnetrot wt i t : va | i t voo i n/- ic«dtning Niti he ig te iuk tn 
CTmbevntningitvoort ianitn Let ep: Nit l g t to i i ken inden OeicnermUppan lo i r t i t n of net op dt i m i r p la in zinen. Pak afti|d oa vMtW ondemtkn van bij g tb i i i k v i n 
htr BD>t iaScd"Mvn t *m.Haudh* i tVPt«n i na t v i i i O i j a t U i u w i t cndcidden van delr^ector W i m e c r u g e n t r t n t d d t k r ^ a c m i gctKii l i i mat d ikk* c m c w c rubbeicn 
t tcppen zorg ei dan yoor Oil Oc vnn* dden van de Pictcctcr t n h j K i a contaci imkcn cn dal Oc dnJcwi i f fcnng efftcticl n. De prrcut ie i van n n i tdch i ingurmTt i r j tn 

a. 

C Q N o n k - B n i k x a n v l s n l n g 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Drug Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section Xll - Sterilization and Shelf Life 

XII Sterilization and Shelf Life 

This section is not applicable as the sterilization method and shelf life have not changed 
since the previous clearance ofthis device 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section XIV - Biocompatibility 

XIV Biocompatibility 

This section is not applicable as the materials ofthe device have not changecJ since the 
previous clearance ofthis device 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XV - Software 

XV. Software 

This section is not applicable as there is no software associated with this device. 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section XVI - Electromagnetic Compatibility and Electrical Safety 

XVI. Electromagnetic Compatibility and Electrical Safety 

This section is not applicable as there are no electrical components in this device. 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section XVII - Performance Testing - Bench 

XVII. Performance Testing - Bench 

In Appendi.x III, please find two peer-reviewed publications as well as two Microbial 
Ingress studies (per FDA guidance) to support the airtight, leak proof and contaminate 
free requirements that are essential to ensuring healthcare worker safety when preparing 
and administering hazardous drugs. 

1. Spivey S, Connor T. "Detennining sources of workplace contamination with 
antineoplastic drugs and comparing conventional IV drug preparation with a closed 
system." Hosp Pharm. 2003; 38(2): 135-139. 

2. Jorgenson J, Spivey S, Au C et al. "Contamination comparison of transfer devices 
intended for handling hazardous drugs." Hosp Pharm. 2008; 43(9): 723-727 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XVII - Performance Testing - Bench 
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Becton Dickinson Medical Surgical BD PhaSeal Closed System Transfer Device 
Franklin Lakes, New Jersey 07417 Pre-Market Notification - Traditional 

Section XVII - Performance Testing - Bench 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XVII - Performance Testing - Bench 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XVII - Performance Testing - Bench 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XVII - Performance Testing - Bench 

Confidential A Proprielary 

Page 61 of 175 

Page 

(b) (4)

Records processed under FOIA Request 2013-432; Released 10/7/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XVII - Performance Testing - Bench 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XVII - Performance Testing - Bench 

Confidential & Proprietaiy 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XVII - Perfonnance Testing - Bench 

Confidential & Proprietary 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XVlll - Performance Testing - Animal 

XVIII. Performance Testing - Animal 

This section is not applicable as there are no animal studies associated with this 
submission. 

Confidential & Proprielary 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Section XIX - Performance Testing - Clinical 

XIX. Performance Testing - Clinical 

This section is not applicable as there are no clinical studies associated with this 
submission. 

Confidential & Proprietaiy 
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Becton Dickinson Medical Surgical 
Franklin Lakes, New Jersey 07417 

BD PhaSeal Closed System Transfer Device 
Pre-Market Notification - Traditional 

Appendix 1 

Appendi.Y I 

1. 510(k) number K972527 Clearance Letter 
2. 510(k) number K980381 Clearance Letter 
3. 510(k) number KOO 1368 Clearance Letter 
4. 510(k) number K023747 Clearance Letter 
5. 510(k) number K060866 Clearance Letter 
6. 510(k) number K090634 Clearance Lener 
7. 510(k) number K092782 Clearance Letter 
8. 510(k) number K110023 Clearance Letter 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service. 

Food and Drug Administration 
9200 Corporate .Boulevard 
Rockville MD 20850 

Mr'. Fred Schlador 
Consultant. 
Quality System Consulting 
C/O Carmel Pharma AB 
1425 Cressa Court 
Carlsbad, California 92 009 

SEP 1,8 I99i 

Re: K97252 7 
Trade, Name: PhaSeal'''''' Systeir, For Sealed Hahdling Of 
Chemotherapeutic AG 

Regulatory Class: .II 
Product Code: 'LHI 
Dated: June 30, 1997 
Received: July 7, 1997 

tDear Mr.. Schlador: 

We have reviewed your 'Section 510 (kj notification of intent to 
market the device referenced above and we have determined the 
device is substantially equivalent (for the. indications for 
use stated in the enclosure) to devices marketed in interstate 
commerce prior to May 28; 1976,; t:he enactment: da;te of the 
Medical Device Ameridmehts:, or to devices that have been 
reclassified in accordarice with the provisioris of the' Federal 
Food, Drug, and Cosmetic Act (Act). You may, therefore, 
market the device, svibject to the general controls provisions 
of t:he Act. The general controls-provisions of the Act 
include requirements for 'annua;! registra:tiori, listiing of 
devices, good maniifacturing practice, labeling, arid 

. . . . ^ AX.1. .k^ .b ^ ..L. . . , ^ ^ . J C . ^ M« ̂  A a h.. . . . . . . . U ha . . y ^ u b ^ A . - . ^ A ^ ^ . .....••^.K V . ... w. .H ... t... M. &^ .. ^— . . . ± ^ . 

If your device is classified (see above) into either class I.I 
(Special Controls) or class III (Premarket Approval), it may 
be siibject to: such' additidrial controls. Existing inajor 
regulations^ affecting your device can be found in the Code of 
Federal Reaulations. Title 21, Parts. 800 to 895. A 
substantially equivalent determination assumes compliance with 
the current Good Manufacturing Practice requirement, as set; 
forth in the Quality System Regulation (QS) for Medical 
Devices: General regulation (21 CFR; Part 820) and that, 
through periodic (QS) inspections, the Food, and Drug 
Administration (FDA) will verify such assumptions. Failure to 
comply with the i3MP regulation may result in regulatory 
action. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. Please note: 
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Page 2 - Mr. Schlador 

this response to your premarket notification, submission does 
not affect any obligation you might have under sections 531 
through 5.42 of the Act for devices under the Electronic 
Product Radiation Control provisions, or other Federal laws or 
regulations. 

This letter will allow you to begin marketing your device as 
described in your 510 (k) premarket notification. The JFDA 
finding of substantial equivalence of your device to a lega;lly 
marketed predicate device results in a classification for your 
device and thus, pemiits your device to proceed to the market. 

If you desire specific advice for your device on our labeling 
regulation (21 CFR Part 801 and additionally 809.10 for in 
vitro diagnostic devices), please cohtact the Office of 
Compliance at (301) 594-4618. Additionally, for questions on 
the promotion and advertising of your device, please contact 
the Office of Compliance at (301) 594-4639. Also, please note 
the regulation entitled, "Misbranding by reference to 
premarket notification" (21 CFR 807.97). Other general 
information on your responsibilities under the Act may be 
obtained from the Division of Small Manufacturers Assistance 
at its toll-free number (800) 638-2041 or (301) 443-6597 or at 
its internet address "http://www.fda.gov/cdrh/dsmamain.html". 

Sincerely yours. 

Timothy A. Ulatowski 
Director 
Division of Dental, Infection Control 

and General Hospital Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enc losu re 
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27. Indications for Use Statement: 

510(k) Number (if known): X ' ' ^ 7 ^ S c P 7 

Device Name: PhaSeaI@ closed svstem for the preparation and administration of parenteral drugs 

Indications for Use: 

PhaSeal Protector 20 - Drug Vial Transfer Adapter 
The Protector 20 is fitted to tlie drug vial and is used as a docking station between the drug vial for 
the parenteral drug and Injector Luer. In addition the Protector 20 equilibrates the pressure difference 
which occurs when fluid or air is added or removed from the drug vial. Liquid transfer takes place 
tiirough tightly fitting elastomeric membranes to minimize exposure to potentially hazardous drug 
aerosols and spills tJiat can occur during the reconstitution, administration and disposal processes. 

PhaSeal Injector Luer - Drug Transfer Needle Device 
The Injector Luer has an encapsulated cannula that is permanently locked onto a syringe using a Luer 
fitting. Sealed transfer of diluent, drug or air, between the single-use syringe and the various 
components iri the system can be made via the Injector Luer in botli the preparation and 
administration phases. 

PhaSeal Connector Luer-Lock - Luer Lock Device 
The Connector Luer Lock ensures a sealed connection between the single-use syringe and Injector 
Luer and the patient's IV line. With the help ofthe Connector Luer Lock, injections can be made 
without drug spillage. 

PhaSeal Infusion Set - Intravascular Administration Set 
The Infusion Set is a non-vented infusion device that has a built-in connector to be used as a way of 
making additions of parenteral drugs to infusion fluids in a closed system. The Infiision Set may be 
used to administer the infiision fluid. 

(PLEASE DO NOT WRITE BELOW TfflS LINE - CONTINUE ON ANOTHER PAGE IF 
NEEDED) 

Concurrence of CDRH, Office of Device Evaluation 

{Division Sign-Off) 
Division of Dental. Infection Control 
and General Hospital Devices 
5lO(k) Number _ / ^ ^ 7 r ^ ' w ^ ^ - y 

Prescription Use OR Over the Counter Use 
(Per 21 CFR 801.109) 
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DEPARTMENT OE HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Adrninistratibn 
9200 Corporate Boulevard 
Rockville .MD; 20850 

Mr. B r i t t Noven MAR .- 3 1998 
Manager, Regulatory Affairs 
Carmel Pharma AB 
Box 5352 
S-402 28 Goteborg, Swederi 

Re: K'9803 81, 
Trade Name: phaSeal® closed system for the preparation 
and administration of parenteral drugs 

Regulatory Class: II 
Product Code: LHI 
Dated: Ja;nuary 30, ,1998 
Received.: February .2, 1998 

Dear Mr. NoY.eri: 

We have reviewed yoiir Section 510 (k) notification ;of intent to 
TTiarket the device, referenced above and we have determined the 
deyice i.a substantially .equivalent (for the indications for 
use "stated in the enclosure) to devices marketed in -interstate 
commercie prior to May 28, 1976, the enactrnent date of the 
Medical Device Amendnients, pr to devices thait have, been 
reclassified in accordarice with the provisioriis of ..the Federal 
Food, Drug, and Cosmetic Act (Act). You may, therefore, 
market the device, subject to the general controls provisions 
of the Act. The. general controls provisions of t:he Act 
include requirements for armual registration, listing of 
devices, good "manufacturing practice, labeling, and 
prohibitions against misbrandirig and adulteration. 

If your device is classified (see above) into,either class II 
(Speciai Controls) or class III (Pretiiark'et Approval) , it may 
be subject to such additional controls. Existing major 
regulations affecting your device can be found in the Code of. 
Federal Regulations. Title 21, Parts 800 to 895. A 
substantially equivalent determination assumes^ compliance with 
the current Good Mariufacturirig Practice requirement, as set 
forth in the Quality System Regulation (QS) for Medical 
Devices: General regulation (21 CFR Part 82.0) a;nd that, 
through periodic (QS) inspections, the Food and Drug 
Administration (FDA) will verify such assumptions. Failure to 
comply with the GMP regulation may result in regulatory 
action. In addition, FDA "may publish further announcements 
concerning your device in the Federal Register. Please note: 
this response to your premarket notification submission does 
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not affect ariy obligation you might have under sections 531 
through 54 2 of the Act for devices under the Electronic 
Product Radiation Control provisions, or other Federal laws or 
regulations. 

This letter will allow you to begin marketing your device as 
described in your 510(k) premarket notification. The FDA 
finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your 
device and thus, permits your device to proceed to the market. 

If you desire specific advice for your device, on our labeling 
regulation (21 CFR Part 801 and additionally 809.10 for in 
vitro diagnostic devices), please contact the Office of 
Compliance at (301) 594-4618. Additionally, for questions on 
the promotion and advertising of your device, please contact 
the Office of Compliance at (301) 594-4639. Also, please note 
the regulation entitled, "Misbranding by reference to 
premarket notification" (21 CFR 807.97). Other general 
information on your responsibilities under the Act may be 
obtained frpm the Division of Small Manufacturers Assistance 
at its toll-free number (800) 638-2041 or (301) 443-6597 or at 
its internet address "http://www.fda.gov/cdrh/dsmamain.html". 

Timo 
Direct 
Division of Dental, Infection Control 

and General Hospital Devices 
Office of Device Evaluation 
Center for Devices and 
Radiological Health 

Enc losu re 
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27. Indications for Use Statement: 

510(k) Number (if known): 

Device Name: PhaSeal^ closed system for the preparation and administration of parenteral drugs 

Indications for Use: 

PhaSeal Infusion Adapter - Intravascular Administration Set 
The Infusion Adapter serves as the connecting part between the IV bag arid an extemal FV line. 
(Example IV regulators.) The Infusion Adapter has a built in Connector which makes it possible 
to admix drugs into the infiision solution using the sealed double inembrane technique. 

PhaSeal Protection Cap - Special accessories 
The Protection Cap is intended to be used as a mechanical cover for the membrane in the bayonet 
fitting of PhaSeal devices The Protection Cap mates with the other PhaSeal components equipped 
with the bayonet fitting. One end ofthe Protection Cap has a male bayonet fitting and in the other 
a female bayonet fitting. 

PhaSeal Secondary Set - Intravascular Administration Set 
The Secondary Set is a non-vented infusion set used when drug is handled as an admixture and is 
administered via Intravenous infusion. The Secondary Set has a built in Cormector which makes it 
possible to admix drugs into the infusion solution using the sealed PhaSeal technique. 

PhaSeal Extension Set - Intravascular Administradon Set 
The Extension Set serves as the port for bolus injection with PhaSeal if there is no Luer Lock 
fitting, for Connector Luer Lock in the patients IV line. The Extension Set has a built in 
Connector which makes it possible mject drugs into the IV line ofthe patient using the sealed 
double membrane technique. 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE 
IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation 

(Division Sign-0^ 
Division of DentaO, InfeelSon ^ s i s ^ 
and General Hospital ©© t̂es® 

Prescription Use v/ OR Over the Counter Use 
(Per 21 CFR 801.109) 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

m r 12 2000 
Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

Kjel Andreasson 
Head of Quality Assurance and 
Regulatory Affairs Department 

Carmel Pharma AB 
Box 5352 
SE-4 02 2 8 Goteborg, SWEDEN 

Re: K001368 
Trade Name: Protector 21, Protector 50, Protector 14, 
Injection Luer Lock, and Infusion Adapter 

Regulatory Class: II 
Product Code: LHI 
Dated: April 25, 2000 
Received: May 1, 2 000 

Dear Sir/Madam Andreasson: 

We have reviewed your Section 510 (k) notification bf intent to 
market the device referenced above and we have determined the 
device is substantially equivalent (for the indications for 
use stated in the enclosure) to devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the 
Medical Device Amendments, or to devices that have been 
reclassified in accordance with the provisions of the Federal 
Food, Drug, and Cosmetic Act (Act). You may, therefore, 
market the device, subject to the general controls provisions 
of the Act. The general controls provisions of the Act 
include requirements for aririual registration, listing of 
devices, good manufacturing practice, labeling, and 
prohibitions against misbranding and adulteration. 

If your device is classified (see above) into either class II 
(Special Controls) or class III (Premarket Approval), it may 
be subject to such additional controls. Existing major 
regulations affecting your device can be found in the C.ndf̂ . nf 
Federal Regulati nn.q, Title 21, Parts 800 to 895. A 
substantially equivalent determination assumes compliance with 
the Good Manufacturing Practice for Medical Devices: General 
(GMP) regulation (21 CFR Part 820) and that, through periodic 
GMP inspections, the Food and Drug Administration (FDA) will 
verify such assumptions. Failure to comply with the GMP 
regulation may result in regulatory action. In addition, FDA 
may publish further announcements concerning your device in 
the FeripT-a1 Reg-i.qtpT-. Please note: this response to your 
premarket notification submission does not affect any 
obligation you might have under sections 531 through 542 of 
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the Act for devices uuder the Electronic Product Radiation 
Control provisions, or other Federal laws or regulations. 

This letter will allow you to begin marketing your device as 
described in your 510(k) premarket notification. The FDA 
finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your 
device and thus, permits your device to proceed to the market:. 

If you desire specific advice for your device on our labeling 
regulation (21 CFR Part 801 and additionally 809.10 for ±n 
VT t r n diagnostic devices), please contact the Office of 
Compliance at (301) 594-4692. Additionally, for questions on 
the promotion and advertising of your device, please contact 
the Office of Compliance at (301) 594-4639. Also, please note 
the regulation entitled, "Misbranding by reference to 
premarket notification" (21 CFR 807.97). Other general 
information on your responsibilities under the Act may be 
obtained from the Division of Small Manufacturers Assistance 
at its toll-free number (800) 638-2041 pr (301) 443-6597 or at 
its Internet address "http://www.fda.gov/cdrh/dsmamairi.html". 

Sincerely yours, 

TcT-Timothy A. Ulatowski 
Director 
Division of Dental, Infection Control, 
and General Hospital Devices 

Office of Device Evaluation 
Center for Devices and 
Radiological Health 

Enclosure 
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Exhibit 3 - Indications for Use Statement 

Device Name: PhaSeal"^- a Svstem for Closed handling of Parenteral Dmgs 

PhaSeal Protector 21 - Drug Vial Transfer Adapter 
The Protector 21 is fitted td die drug vial and is used as a docking station between the 
drug vial for the parenteral drug and Injector. In additioii the Protector equilibrates the 
pressure difference which occurs when fluid or air is added or removed from the drug vial. 
Liquid transfer takes place tiirough tightly fitting elastomeric membranes to minimize 
exposure to potentially hazardous drug aerosols and spills that can occur during tlie 
reconstitution, administration and disposal processes. 

PhaSeal Protector 50 - Drug Vial Transfer Adapter 
The Protector 50 is fitted to the drug vial and is used as a docking station between the 
drug vial for the parenteral drug and Lijector. In addition the Protector equilibrates the 
pressure difference which occurs when fluid or air is added or removed from the drug vial. 
Liquid transfer takes place tiirough tightly fitting elastomeric membranes to minimize 
exposure to potentially hazardous drug aerosols and spills that can occur during the 
reconstitution, administration and disposal processes. 

PhaSeal Protector 14 - Drug Vial Transfer Adapter 
The Protector 14 is fitted to the drug vial and is used as a docking station between the 
drug vial for the parenteral drug and Injector. In addition the Protector equilibrates the 
pressure difference which occurs when fluid or air is added or removed from the drug vial. 
Liquid transfer takes place through tightly fitting elastomeric membranes to minimize 
exposure to potentially hazardous drug aerosols and spills that can occur during the 
reconstitution, administration and disposal processes. 

PhaSeal Injector Luer Lock - Drug Transfer Needle Device 
Tlie Injector Luer Lock is designed with an encapsulated single lumen cannula wliich can 
be assembled to an extemal device equipped with Luer lock fitting, such as a disposable 
syringe or an IV administration set of the users choice. The other end of Injector Luer 
Lock is sealed with a thennoplastic elastomeric membrane. The bayonet fitting allows the 
two elastomeric membranes to be mated together. Sealed transfer between the various 
components ofthe system can be made via the hijector Luer Lock in the preparation phase 
as well as the administration phase. 

PhaSeal Infusion Adapter - Intravascular Administration Set 
The Infusion Adapter serves as the connecting part between the IV bag and an extemal IV 
line (example IV regulators). The Infusion Adapter has a built-in Connector which makes it 
possible to admix drugs into the infusion solution using the sealed double membrane 
technique. 

(Division Sign-Off) 

fj'?"°''D«'''3Unfect/onCont,x>l 
and General Hospital Devices 
51Q(k) Number, / ' f n n / 
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DEPARTMENT OE HEALTH &,HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

m 1 5 2002 

"Mr. Kjell Andreasson 
Vice President, QA/RA 
Carmel Pharma AB 
Box 5352 
SE-402 28 Goteborg, 
SWEDEN 

Re: K023747 
Trade/Device Name: PhaSeal® 
Regulation Number: ;21 CFR 8.80.5440 
Regulation Name: Intravascular Administration Set 
Regulatory Class: II 
Priaduct Code: LHI 
Dated: November 1, 2002 
Received: November 8,2002 

Dear Mr. Andreassori: 

We have.revievved your Section 510(k) premarket notification of intent to market the device 
referenced above aridhavedetermined the deyice is substantially eqiiivalent (for the 
indications for use stated iii the enclosure) to legally rnarketed predicate devices m.arketed in 
interstate commerce prior to May ,28, 1976, the enactrnent date of the Medical Device 
Ameridinents, or to devices that have been reclassified in accordance with the provisions of 
the Federial Food, Drug, and Cosmetic Act (Act) that do hot require approval ofa premarket 
approval application (PMA). You may, tlierefore, market the device, subject to the,general 
cdritrols provisions of the Act.. The general controls provisions ofthe Act include 
requirements for annual registration, listing of devices, good manufacturing practice, 
labeling, and prohibitions against misbranding and adulteration. 

If yoiir device is classified (see; above) into either class II (Special Controls) pr class III 
(PMA), it may be subject to.such additional controls. Existing major regulations affecting 
your device can be foimd in tlie Code of Federal Regulations, Title 21, Parts 800 to 898. In 
addition, FDA may publish'further announcements concerning your deyice in the Federal 
Register. 
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Page 2 Mr. Andreasson 

Please be advised tbat FDA's issuance ofa substantial equivalence detennination does not 
mean that FDA has made a detennination tliat your device complies with other requirements 
of die Act or any Federal statutes and regulations administered by other Federal agencies. 
You must comply with all the Act's requirements, including, but not limited to: registration 
and listing (21 CFR Part.807); labeling (21 CFR Part 801); good manufacturing practice 
requirements as set fortii in die quality systems (QS) regulation (21 CFR Part 820); and if 
applicable, the electronic product radiation control provisions (Sections 531-542 ofthe Act); 
21 CFR 1000-1050. 

Tliis letter will allow you to begin marketing your device as described in yoiu- Section 
510(k) premarket notification. The FDA finding of .substantial equivalence ofyour device to 
a legally marketed predicate device results in a classification for your device and tiius, 
permits your device to proceed to the mailcet. 

Ifyou desire specific advice for your device on our labeling regulation (21 CFR Part 801 
and additionally 21 CFR Part 809.10 for in vitro diagnostic devices), please contact the 
Office of Compliance at (301) 594-4618. Additionally, for questions on the promotion and 
advertising ofyour device, please contact die Office of Compliance at (301) 594-4639. 
Also, please note die regulation entitled, "Misbranding by reference to premarket 
notification" (2ICFR Part 807.97). Otiier general information on your responsibilities imder 
the Act may be obtained from the Division of Small Manufacturers, International and 
Consumer Assistance at its toll-free nuinber (800) 638-2041 or (301) 443-6597 or at its 
Intemet address http://www.fda.gov/cdrh/dsma/dsniamain.litnil 

Sincctely you 

Timotlw A. Ulatowski 
Director 
Division of Aiesthesiology, General Hospital, 

Infection Control and Dental Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological I-Iealtii 

Enclosure 
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Exhibits - Indications for Use Statement 

Device Name: PhaSeal®- a Svstem for Closed handling of Parenteral Drugs 

Infusion Adapter 

The Infusion Adapter serves as a the cormecting part behveen the IV bag and an extemal 
IV line (e.g. IV regulators). The Infusion Adapter has a built in Connector which makes it 
possible to admix drugs into the infusion solution using the sealed PhaSeal double 
membrane technique. 

(Division Sign-Off) 
Division of Anestheslotogy. General HosDltall. 
Infection Control, Dental Devices 

510(k) Number K o ^ X ^ ^ ^ y / y 

Page 79 of 175 

Records processed under FOIA Request 2013-432; Released 10/7/14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



«.y7Q 

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

APR 2 8 2006 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

Mr. Kjell Andreasson 
Vice President Quality Assurance and Regulatory Affairs 
Carmel Pharma AB 
Aminogatan 30, Molndal, Box 5352 
Goteborg, Sweden SE 402 28 

Re: K060866 
Trade/Device Name: PhaSeal Y-Site Line-Intravascular Adminisfration Set 
Regulation Number: 880.5440 
Regulation Name; Intravascular Administration Set 
Regulatory Class: II 
Product Code: LHI 
Dated: March 27,2006 
Received: March 30, 2006 

Dear Mr. Andreasson:. 

We have reviewed youi- Section 510(k) premarket notification ofintent to market the device 
referenced above and have determined the device is substantially equivalent (for tiie 
indications for use stated in the enclosure) to legally marketed predicate devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date ofthe Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of 
tiie Federal Food, Drug, and Cosmetic Act (Act) tiiat do not require approval ofa premai-ket 
approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions ofthe Act. The general controls provisions ofthe Act include 
requirements for annual registration, listing of devices, good manufacturing practice, 
labeling, and proliibitions against misbranding and adulteration. 

If your device is classified (see above) into either class II (Special Controls) or class III 
(PMA), it may be subject to such additional controls, Existing major regulations affecting 
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In 
addition, FDA may publish further announcements concerning your device in the Federal 
Register. 
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Please be advised tiiat FDA's issuance ofa substantial equivalence detennination do.es not 
mean that FDA has made a determination that your device complies with otiier requirements 
ofthe Act or any Federal statutes and regulations administered by other Federal agencies. 
You must cornply with all the Act's requireinents, including, but not limited to: registration 
and listing (21 CFR Pait 807); labeling (21 CFR Part 801); good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if 
applicable, the electronic product radiation control provisions (Sections 531-542 ofthe Act); 
21 CFR 1000-1050. 

This letter will allow you to begin marketing your device as described in your Section 510(k) 
premarket notification. The FDA finding of substantial equivalence ofyour device to a 
legally marketed predicate device results in a classification for your device and thus, pemiits 
your device to proceed to the market. 

Ifyou desire specific advice for your device on our labeling regulation (21 CFR Pai-t 801). 
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation 
entitled, "Misbranding by reference to premarket notification" (21 CFR Part 807.97). You 
may obtain otiier general infoi-mation on your responsibilities under the Act from the 
•Division of Small Manufacturers, International and Consumer Assistance at its toll-free 
number (800) 638-2041 or (301) 443-6597 or at its Internet address 
http ://www.fda.gov/cdi-h/industrv/support/indcx.html. 

Sincerely yours, 

Thiu Lin, Ph.D. 
Director 
Division of Anesthesiology, General Hospital, 

Infection Control and Dental Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 
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Exliibit: 

Indications for Use 

510(k) Number (if known): K060866 

Device narne: PhaSeal Y-site Line - Intravascular Administration Set 

Indications for use: 
The Y-sife Line serves as the port for IV administration with PhaSeal if there is no. Luer Lock 
fitting, for Connector Luer Lock in the patients IV line. The Y-slte Line has a built In 
Connector which makes it possible to administer drugs into the IV line of the patient using the 
sealed double membrane technique. 

Prescription Use: Yes AND/OR Over-The-Counter Use: No 

(Part 21 CFR SO-J Subpart D) (21 CFR 801 Subpart C) 

PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED 

Concurrence of CDRH, Office of Device evaluation (ODE) 

.'•,:..-;;r,!f;nY, Qeneral Hg^plt^'i 
J ! , L J f i - . j l i.-'C'ilCcS 
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^sk»«rt, 

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

M 21.20® 
Food and Drug Admin is t ra t ion 
9200 Corporate Boulevard 
Rockvil le MD 20850 

Mr. Kjell Andreasson 
President Quality Assurance and Regulatory Affairs 
Carmel Pharma AB 
Bpx5352 
SE 402 28 Goteborg 
SWEDEN 

Re: K090634 
Trade/Device Name: Protector Pl 4, P21, P2& and P50 
Regulation Number: 21 CFR,880.5440 
Regulation Name: Intravascular Administration Set 
Regulatory Class: II 
Produ(:t Code: LHI 
Dated: February 20, 2009 
Received: March 9, 2009 

Dear Mr. Andreasson:' . .• . . . - . . ; . 

We have reyiewed your Section 510(k)premarketnotification of intent. t6;market the de'vice 
referenced above arid have determined the device is substantially equivalent (for the 
indications for use stated in the enclosure) to legally marketed predicate devices rnarketed in 
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device 
Amendments, or to devices that have beisn.reclassified in accordance with the provisions of 
the Federal Food, Drug, arid Cosmetic Act (Act) that do hot require approval ofa premarket 
approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act; The general controls provisions ofthe Act include 
requirements for arinual registration, listing of devices, giood manufacturing practice, 
labeling, and prohibitions agaihst misbranding arid adulteration. 

If your device is classified (see above) into either class 11 (Special Contrpls) or class 111 
(PMA), it may be subject tp. such, additional controls: Existing major regulations affecting 
your device can be found in the Code of Federal Regulations, Title 2l, Parts 800 to 898. In 
addition, FDA may publish further announcements concerning your device in the Federal 
Register: 
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Please be advised that FDA's issuance ofa substantial equivalence determination does not 
mean that FDA has made a determiiiation that your device complies with other requirements 
ofthe Act or any Federal statutes and regulations administered by other Federal agencies. 
Yoii iiiust comply with all the Act's requirements, including, but not limited to: registration 
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); arid if 
applicable, the electronic product radiation control provisions (Sections 531-542 of the. Act); 
21 CFR 1000-1050. 

This letter will allow you to begin marketing your device as described, in your Section 510(k) 
premarket notification. The FDA finding of substantial equiva;lerice of your device to a 
legally marketed predicate device results in a classification for your device and thus, permits 
your device tp proceed to the market̂  

Ifyou desire specific advice for your device on our labeling regulation (21 CFR Part 801), 
please contact the Center for Devices and Radiological Health's (CDRH's) Office of 
Compliance at (240) 276-0115. Also, please note the regulation entitled, "IVIisbranding by 
reference to premarket notification" (2ICFR Part 807.97). For questions regarding 
postmarket surveillance, please contact CDRH's Office of Surveillance and Biometric's 
(OSB's) Division of Postmarket Surveillance at 240-276-3474. For questions regarding the 
reporting of device adverse eyents (Medical Device Reporting (MDR)), please contact the 
Division of Surveillance Systems at 240-276-3464, You may obtain other general 
information pn your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 
638-2041 or (240) 276-3150 or at its hitemet address 
http://www.fda.gov/cdrh/industrv/support/index.html. 

iSiricerely yours, 

Ginette Y. Michaud, M.D. 
Acting Director 
Division of Anesthesiology, General Hospital, 

Infection Control and Dental Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 
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( 

! I' 

Indications for Use Statemeet 

510(k) 
Number 
(if known) 

Device Name Protector P14, P21, P28 and PSO 

Indications The indication for use is reconstitution and transfer of dmg solutions from 
for Use one container to another while minimizing exposure to potentially hazardous 

drugs aerosols and spills that can occur during the reconstitution, 
administration and disposal process. 

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF 
NEEDED 

Concurrence of CDRH, Office bf Device Evaluation (ODE) 

Prescription Use\ Yes j OR Over-The-Counter Use: No 
(Per 21 CFR 801. 109) 

iiivisionSign-Otf) ,. 
Division of Anesthesiology, General Hospital 

Infection Control. Dental Devices 

510(k)Number: ^ C O ^ O h S 

Page 1 of 1 
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DEC. 8 . 2 0 0 9 - 15AM 

DEPARTMENT OF HEALTH &. HUMAN SERVICES 

'NO, 8514 P. 1/3 

Public Health Service 

Food and Drug Administration 
10903 New Hampshire Avsnue 
Document Control Room W-O66-0609 
Silver Spring, MD 20993-0002 

Mr. Kjell Andreasson 
President Quality Assurance and Regulatory Affairs 
Camiel Phamia AB 
Aminogatan 30 
SE43153Mohidal 
SWEDEN 

D E C - 7 2009 

Re: K092782 
Trade/Device Name: Injector Luer N34 

Injector Luer Loclc N35 
Injector Luer Lock N35C 
Connector Luer Lock C35 
Connector Luer Lock C45 

Regulation Number: 21 CFR 880.5440 
Regulation Name: Intravascular Administration Set 
Regulatory Class: II 
Product Code; LHI 
Dated: September 4,2009 
Received: September 10, 2009 

Dear Mr. Andreasson: 

We have reviewed your Section 510(lc) premarket notification ofintent to market the device 
referenced above and have determined the device is substantially equivalent (for tiie 
indications for use stated in the enclosure) to legally marketed predicate devices marketed in 
interstate commerce prior fo May 28,1976, the enactment date ofthe Medical Device 
Amendments, or to devices thai have been reclassified in accordance vvith the provisions of 
die Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket 
approval application (PMA). You may, therefore, maj-ket the device, subject to lhe genera] 
controls provisions ofthe Act. The general controls provisions ofthe Act mcludc 
requirements for annual registi'ation, listing of devices, good manufacuiring practice, 
labehng, and prohibitions against misbranding and adulteration. 

If your device is classified (see above) mto either class II (Special Controls) or class 111 
(PMA), it may be subject to additional controls. Existing major regulations affecting your 
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 89S. In 
addition, FDA may publish further announcements concerning your device in the Federal 
Register. 
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Page 2- Mr. Andreasson 

Please be advised that FDA's issuance of a substantial equivalence determination does not 
mean that FDA has made a detennination that your device complies wi± odier requirements 
of the Act or any Federal statutes and regulations administered by odier Federal agencies. 
You must comply with all the Act's requhements, including, but not limited to; registration 
and listing (21 CFR Part 807); laiseling (21 CFR Part 801); medical device reporting 
(reporting of medical device-related adverse events) (21 CFR 803);.good manufacturing 
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); 
and if applicable, the electronic product radiation control provisions (Sections 531-542 of 
die Act); 21 CER 1000-1050. 

Ifyou desire specific advice for your device on our labeling regulation (21 CFR Part 801), 
please go to 
httt)://www.fda.gov/AboutFDA/Center5Offices/CDRH/CDRHOrrices/ucmll5S09.htmfor 
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, 
please note the regulation entitied, "Misbranding by reference to premarket notification" 
(2ICFR Part 807.97). For questions regarding the reporting of adverse events under the 
MDR regulation (21 CFR Part 803), please go to 
http://w\vw,fda.gov/MedicalDevices/Safetv/ReportaProblem/defauIl.htm for die CDRH's 
Office of Surveillance and Biometrics/Division of Postmarket SiurveiUance. 

You may obtain other general mformation on your responsibilities under the Act from the 
Division of Small Manufacturers, International nnd Consumer Assistance at its toll-ftee 
number (800) 638-2041 or (301) 796-7100 or at its hitemet address 
httD://www.fda.gov/MedicalDevices/ResourcesforYou/Industrv/default.htm. 

Sincerely yours, 

h ^ — - fc or 
Susan Runner, D.D.S., M.A. 
Acting Division Dtrector 
Division of Anestiiesiology, General Hospital, 

Infection Control and Dental Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 
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DEC. 8.2009 11:15AM WO. 8514 P. 3/3 

In^catioms ftn'''Hs'e' Statfem.eiait 

I I i i i i | . , . i I- [ , i „ i i ; i , . , r ; i , - , . ' . I | i ,„ . , I - l l 

Sim 
Nmnbfiii-
(iflaiown) 

l]ievico.T^ame IiijiicCqTLuejN34 
Ii]|,Qt:;toi: Lu?r ,LoclcN35 
Irtj.^oi' Luei: Lijcrjc N?aC 
Coonecfor Luer Lpok 'C35 
Conhectoi: Luer Lock. .C45 

u T — * ^ r -

Indicntions TlW-iridiiqatitJiLror;i'isfeQf tl!ieHiaS.6al gysteffi and includad c'cmpoa^nt^e^^ 
foi- XJpe repdn^tlinfibn '^d tt^nsfet oflidwg aolutiopi ftom ons- cijiitainet to another 

wldle puijipiiaing ejtipoŝ n'? to pptenttfflly hazardqug drugs aercsols and sp̂ lJg 
that can occur d ^ n g the reconstitufionj adHiinistratian and disposal process. 

f LEASEDO NOT WRnE-BELQW THIS'LINE - eOMTINUE ON ANOTHER PAGE IF 

ijffiEDED. 

I I l| .1 11 A | . ,H W ' ^ . i l'l I '̂  ' 1 ' , — h ^ ' l ' ^ ' l N i I J . ; . r , t « - n l - . iL) . l l ' n , i . . . , | . , , , Jl I - n I—ILI - i J . . , , . ^ , i _ , _ ^ 

CottcuriencB of CDRH. Qffice of TSevacc EiKgluatlon (ODE) 

Preaaiption Use: Yfes OR Over-The-Counter Use.-Nb 
(Per 21 CFR 8.01.109) 

(Division Sign-OfO 
Division of Anesthesiology. General Hospital 
Infection Control, Dental Devices 

510(k)Number: k^e^i'Xih-^^ ^ 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Htfiiitli Sep, ite 

Tood mvi Drug .Adjuiiil.stralion 
10903 New l-Iampshirc Avenue 
Documeni Conirol Room -\VO66-G609 
Silver Spring, MD 20993-0002 

APR 1 2 20ii 

Mr. Kjell Andreasson 
Manager, Regulatory Affairs 
Carmel Pharma AB 
Aminogatan 30 
Molndal 
SWEDEN S431 53 

Re: Kl 10023 
Trade/Device Name: Infiision Adapter C100 
Regulation Number: 21 CFR 880.5440 
Regulation Name: Intravascular Administration Set 
Regulatory Class: II 
Product Code: LHI 
Dated: March 1,2011 
Received: March 8, 2011 

Dear Mr. Andreasson: 

We have reviewed your Section 510(k) premarket notification ofintent to market the device 
referenced aboVe. and have determined the device is substantially equivalent (for the 
indications for use stated in the enclosure) to legally marketed predicate devices marketed in 
interstate commerce prior to May 28, 1976, the enactment date ofthe Medical Device 
Amendments, or to devices that have been reclassified in accordance with the provisions of 
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval ofa premarket 
approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions ofthe Act. The general controls provisions ofthe Act include 
requirements for annual registration, listing pf devices, good manufacturing practice, 
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does 
not evaluate information related to contract liability warranties. We remind you, however, 
that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III 
(PMA), it may be subject to additional controls. Existing major regulations affecting your 
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In 
addition, FDA may publish further announcements concerning your device in the Federal 
Register. 
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Page 2 - Mr. Andreasson 

Please be advised that FDA's issuance ofa substantial equivalence determination does not 
mean that FDA has made a determination that your device complies with other requirements 
ofthe Act or any Federal statutes and regulations administered by other Federal agencies. 
You must comply with all the Act's requirements, including, but not limited to: registration 
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting 
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing 
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); 
and if applicable, the electronic product radiation control provisions (Sections 531-542 of 
the Act); 21 CFR 1000-1050. 

Ifyou desire specific advice for your device on our labeling regulation (21 CFR Part 801), 
please go to 
http://v.ww.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucni 115809.htm for 
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, 
please note the regulation entitied, "Misbranding by reference to premarket notification" 
(2 ICFR Part 807.97). For questions regarding the reporting of adverse events under the 
MDR regulation (21 CFR Part 803), please go to 
http://wvvw.fda.gov/MedicalDcvices/Safetv/ReportaProblem/default.htiii for the CDRH's 
Office of Surveillance and Biometrics/Division of Postmarket Surveillance. 

You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free 
number (800) 638-2041 or (301) 796-7100 or at its Intemet address 
http://www.fda.gov/MedicalDevices/ResourcesforYoii/Industrv/default.htm. 

Sincerely yours, 

Anthony Watson, B.S., M.S., M.B.A. 
Director 
Division of Anesthesiology, General Hospital, 

Infection Control and Dental Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 
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Attachment 1 

Indications for Use Statement 

510(k) 
Number 
(if known) / c / l o O ^ o 

Device Name Inftision Adapter C100 

Indications The indication for u.se is admixing of drug into an IV container and 
for Use administration/ti-ansfer of drug from the container to an extemal IV line, 

while minimizing exposure to potentially hazardous drugs aerosols and spills 
' " thatlJ3£v^clSdffrmg^th'e~a'drriixing,^^a^ 

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF 
NEEDED 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use: Yes OR Over-The-Counter Use: No 
(Per 21 CFR 801. 109) 

Division ofAneitheiMogjr, OenenI t k tpM 
Infecllon Contro' ' ~ ' " ' 
5 IO(k) Number 
tnrecllon Control asd 0«nt«IOwlcai i^ i j (^0?\ Page 1 of 1 
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SEP. 1 - , 2012 10 :05AM 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

NO, 9213 F, 

Public HcdllhSirvic; 

1-'-

Food nnd Drug.Adminisiralioii 
10903 New Htimps.hirc .\vtnm 
Docu.iieiu Control lloom ••W066-G6fl9 
Silver Spring, MD .20993-0002 

Mr. John Roberts 
Regulatory Affairs Specialist 
Becton,, Dickinson and Company - Medical Surgical Systems 
1 Becton Drive 
Franklin Lakes, New Jersey 07417 

Ssp 
h ^012 

Re: KI20384 
Trade/Device Name; PhaSeal® - A Closed System Transfer Device 
Regulation Number; 21 CFR 880.5440 
Regulation Name: Intravascular Administration Set 
Regulatory Class: II 
Product Code: LHI 
Dated: .August 23, 2012 
Received: August 24. 2012 

Dear Mr. Roberts; 

We have reviewed your Section 510(k) premiirket notification ofintent to market the device 
referenced above and have determmed the device is substantially equivalent (for the 
indications for use stated m the enclosure) to legally marketed predicate devices markuted in 
interstate commerce prior to May 28,1976: lhe enactment date of die Medical DeWce 
Amendments, or to devices that have been reclassified in accordance with die provisions of 
the Federal Food, Dnig, and Cosmetic Act (Act) that do not requiie approval of a premarket 
approval application (PM.A). You may, dierefore, market die device, subject to tiie general 
controls pro%i3ions of die Act. The general controls pro^^sions of die Act include 
requirements for annual registration, listing of devices, good manufacturing practice, 
labeling, and prohibitions against misbranding and aduheration. Please note: CDRFI does 
not evaluate information related to contract liability wananties. We remind yoû  however, 
that device labeling must be Truthful and not misleading. 

If youi de\'ice is classified (see above) mto either class II (Special Controls) or class III 
(PMA), it may be subject to additional controls. Existing major regulations affecting your 
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In 
addition, FDA may publish fiirther announcements concerning your device in the Federal 
Register. 
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Page 2- Mr. Roberts 

Please be advised that FD.A.'s issuance of a substantial equivalence deiermination doe.'; not 
mean that FDA has made a detennination that your device complies with other requirements 
ofthe Act or any Federal statutes and regulations administered by other Federal agencies. 
You must comply with all the Act's requirements, including, bu: not limited to: registi'ation 
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting 
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturuig 
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part S20); 
and if applicable, the electronic product radiation control provisions (Sections 531-542 of 
the Act): 21 CFR 1000-1050. 

Ifyou desire specific advice for your device on our labeling regulation (21 CFR Part £01), 
please go to http://v,'ww.fda.g6v/:AboutFDA/CeotersOffices/CDRH/CDIlHOffices/ 
ucmll58Q9.htm for the Center for Devices and Radiological Health's (CDRH's) Office of 
CompUance. Also, please note the regulation entitied, "Misbranding by reference to 
premarket notification" (2 3 CFR Part 807.97). For questions regarding the reporting of 
adverse events under the MDR regulation (21 CFR Part 803), please go to 
hTtp://www.fda.gov,^cdicalDevices/Safety/ReportaProblem/default.hxm for the CDRH's 
Office of Surveillance and Biometrics/Division of Postmarket Surveillance. 

You may obtain other general information on your responsibiUties under the Act from the 
Division of Small Manufacturers, Intemationai and Consumer Assistance at its toll-free 
number (800) 638-2041 or (301) 796-7100 or at its Intemet address 
http://www.fda,gov/IV^edicalDeviccs/ResoiirccsforYoii^ndustrv/default.htm, 

Sincerely yours, 

Anthony D. Watson, B.S., M.S., M.B.A. 
Diiector 
Division of Anesthesiology, General Hos;pital 

Infection Control and Dental Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Heaitii 
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Indications for IJse Statement 

5I0(k) Number (if known): 

Device Name; PhaSeal® - A Closed Svstem Transfer Device 

Indications for Use: 

The PhaSeal system is a closed system drug transfer device (CSTD) that mechanically 
prohibits the ti'ausfer of environmental contaminants into die system and the escape of 
dmg or vapor concentrations outside die system, thereby minimizing individual aiid 
environmental e.xposiu'e :o drug vapor, aerosols and spills. The PhaSeal Protector also 
prevents microbial ingress. 

Prescription Use X ANn/OR Over-The-Counter Use 

(Part 21 CFR 801 Subpart D) ^^^"~>^ (21 CFR 801 Subpart C) 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHEFl 

PAGE OF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Page __ of. 
, Division Sign-Off) 
Pivision of Anesthesiolow, m m \ HMpitai 
..ifection Control, Dental Devices 

510(k) Number: fCI lO 'h t l 
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