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(b)(4) Deficiencies
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Instructions for Use 
Precautions: 

• This device should only be used under the supervision of a Pharmacist or Health Care 
Professional and after having read these instructions carefully! 

• CAUTION: U.S. law restricts this device to sale by or on the order of a Pharmacist or 
Health Care Professional 

• This device is not intended to be used with light sensitive solutions, fat emulsions, lipids, 
blood, or blood products. 

• Not to be used with high-pressure infusion systems. 
 
Indications for Use: 
Closed System drug Transfer Device (CSTD) for preparation, reconstitution, compounding and 
administration of drugs, including antineoplastic and hazardous drugs. This closed system 
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 and also prevents microbial ingress. 
 
Symbols: 

 
Do not re-use (single use) 

 
Do not re-sterilize 

 
Expiration date 

 
Do not use if package is damaged 

 Lot Number 
 

Dispose of used materials safely, 
according to your local regulations 

 Catalog Number 
 

Consult Instructions for use 

 Sterilized using ethylene oxide 
 

Device Does not contain plasticizers 
or DEHP 

 Manufacturer 
 

Device Does not contain natural 
rubber latex components 

 
Device Description:  Equashield is not an IV Administration Set, it is a Closed System drug 
Transfer Device (CSTD) which does not require priming, does not include an Insertion Tube, 
and is not a “Gravity Feed” System. Equashield does contain accessories which contain tubing, 
one accessory uses “drip therapy” but no tubing contains plasticizers or DEHP. Equashield is a 
single use, nontoxic, non-pyrogenic fluid path system which is provided sterile as long as the 
package is intact, undamaged, and protective caps are secure. This closed system 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 and also prevents microbial ingress. System contains 
filters and needles using a needle stick safe design. 
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Components: 
The Equashield system consists of a piston syringe (Syringe Unit), an adaptor to the medication 
vial (Vial Adaptor), an adaptor for the infusion bag for injection (Spike Adaptor 1), an adaptor 
for the infusion bag for withdrawal (Spike Adaptor W), an adaptor for female luer lock ports 
(Luer Lock Adaptor), nursing pair connectors for male and female luer lock ports (Female LL 
Connector and Male LL Connector), and a protective plug (Protective Plug). The Equashield 
closed system consists of 8 components that are dedicated to each other to create a system. The 
components are not intended to be used individually. Vial Adaptor is 48 x 31mm, 23mm at distal 
end. Plug is 51 x 17mm large. Female luer lock is 50 x 23 mm with a 5.2mm ID. Male luer lock 
is 42 x 21mm with a 15mm depth. Spike Adaptor is 75 x 42 mm and the height is 22mm.  
 
Accessories: 
Y-Site Tubing – this accessory consists of a Luer Lock Adaptor permanently attached to a Y-
Site. Short pieces of tubing extend from each of the other two Y-Site ports, creating one tubing 
line. One tube is terminated with a female luer lock and the other is terminated with a male luer 
lock. The Y-Site Tubing Accessory is intended to be attached in series to an infusion line and the 
Equashield Luer Lock Adaptor enables safe connection and injection with the Equashield 
Syringe Unit or Female Connector. Priming volume: 1.9ml, length 25cm, Y-angle 30 degrees.  
 
Spike Adaptor Secondary Tubing - consists of a Spike Adaptor-1 for injection with a drip 
chamber at its outlet. The drip chamber with the attached tubing, the roller clamp and the male 
luer lock at the tubing end, all constitute standard secondary infusion tubing sets. The integration 
of the standard infusion tubing set with the Equashield Spike Adaptor provides a closed system 
protection during injection of drugs into the infusion bag and during their administration. It 
reduces the assembly steps and the risk of exposure to drugs associated with such assembly 
procedures. Length is 100 cm, priming volume 7.5ml. 
 
Reconstitution Tubing – this accessory consists of a T-Connector (equivalent of an Equashield 
Luer Lock Adaptor (LL-1) permanently attached to a conical connector). The tubing is very 
similar to the Y-Connector Tubing which extends from the main IV bag through a check valve 
(T-connector), in a similar manner the other end of the T travels from the pressure equalization 
bag through a check valve into the T-connector. Just like the Y-Tubing splits two fluid paths the 
T-Tubing (Reconstitution Tubing) also splits two fluid paths. The T-Tubing or Reconstitution 
Tubing as it is called is very similar to the Y-Tubing. It is made from the same materials, 
fabricated using the same validated methods, and was tested in the same manner. The Tubing 
Accessory is intended to be attached in a T-split line between the Equashield Syringe Unit and 
two IV bags.  
 
It consists of: 

• T-Connector. 
• Two tubing lines with standard clamps to block flow in tubing. 
• Two Check Valves (T-Connectors) (one on each line). 
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Directions for Use: 
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Reconstitution Set intended to be used for reconstituting Powdered Drugs 
Directions for Using Reconstitution Tubing on Next page
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Setup: 
1)       Connect the liquid path to the diluent bag (A) (not included) by inserting the spike into 
the spike port of the diluent bag (A). 
2)       Connect the other spike into a second empty IV Bag (B) (not included). This will be used 
to capture air to equalize pressure and collect unwanted diluent. 
3)       Connect any standard luer lock syringe (not included) to the Check Valve’s female luer 
lock port (C).  
4)       Hang or place the diluent bag (A) higher than rest of the system components. The bag 
(B) can be placed anywhere and at any height higher than the other system components. 
 
Initial Priming: 
5)       Prime the tubing set by drawing at least 15 ml of diluent from the diluent bag into the 
syringe by pulling the syringe plunger. Then hold the syringe upright (luer lock up - plunger 
bottom) and push the syringe plunger until syringe is empty. The Dual Check valve (C) ensures 
that this action pushes the air from the syringe followed by the priming diluents only into the 
empty bag (B) and nothing into bag (a), thereby priming the whole set.  
 
Operation: 
6)       Ensure the Vial Adaptor/s from the Equashield System is connected to the desired drug 
vial/s (not illustrated here).  
7)       Connect the adaptor (D) to the Vial Adaptor on the vial (see instructions for use of the 
Vial Adaptor). 
8)       Draw diluent into the syringe up to the exact volume to be injected by pulling the syringe 
plunger connected at port “C”.  
Note: steps 7 and 8 are interchangeable if desired. 
9)        Hold the vial upright and depress the syringe until the desired amount of diluent is 
injected into the vial. As diluent fills the vial, the air from the vial is pushed only into the bag 
(B) and trapped there.  
9a)        If another dose of diluent is required to be injected into the same vial, simply refill the 
syringe with diluent, hold the vial upright and inject the desired dose as described in steps 8 and 
9.  
10)     Disconnect the adaptor (D) from the Vial Adaptor. 
11)     Repeat steps 6-10 for next drug vials. 
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Ordering and Catalogue Information Chart 
Name Model # Description Sizes 

Vial Adaptor 

VA-13 
VA-13/2 
VA-20 

VA-20/2 
VA-20C 

VA-20C/2 
VA-28 

VA-28/2 

Adaptor to the medication vial 

13mm, 
20mm, 
28mm 

vial 
neck 
sizes 

Syringe Unit 

SU-1 
SU-1/2 
SU-3 

SU-3/2 
SU-5 

SU-5/2 
SU-10 

SU-10/2 
SU-20 

SU-20/2 
SU-30 

SU-30/2 
SU-35 

SU-35/2 
SU-60 

SU-60/2 
SU-EZ60 

SU-EZ60/2 

Piston syringe 

1ml, 
3ml, 
5ml, 
10ml, 
20ml, 
30ml, 
35ml, 
60ml 

Spike Adaptor SA-1 Adaptor to inject into the infusion bag 

Single 
size 

SA-W Adaptor withdraw from infusion bag 
Luer Lock Adaptor LL-1 Adaptor to a female luer lock port 

Male Luer Lock 
Connector MC-1 Adaptor to female luer lock port of an IV 

tubing 
Female Luer Lock 

connector FC-1 Adaptor to male luer lock port 

Protective Plug PP-1 Plug that protects against foreign objects 
openings during transport 

Y-Site Tubing LL-1Y Luer Lock Adaptor with Y-Site Tubing 

Secondary Tubing SA-1S Spike Adaptor-1 with Secondary Tubing 
Accessory and a drip chamber 

Reconstitution 
Tubing LL-1R For reconstitution 
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Instructions for Use 
Precautions: 

• This device should only be used under the supervision of a Pharmacist or Health Care 
Professional and after having read these instructions carefully! 

• CAUTION: U.S. law restricts this device to sale by or on the order of a Pharmacist or 
Health Care Professional 

• This device is not intended to be used with light sensitive solutions, fat emulsions, lipids, 
blood, or blood products. 

• Not to be used with high-pressure infusion systems. 
 
Indications for Use: 
Closed System drug Transfer Device (CSTD) for preparation, reconstitution, compounding and 
administration of drugs, including antineoplastic and hazardous drugs. This closed system 
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 and also prevents microbial ingress. 
 
Symbols: 

 
Do not re-use (single use) 

 
Do not re-sterilize 

 
Expiration date 

 
Do not use if package is damaged 

 Lot Number 
 

Dispose of used materials safely, 
according to your local regulations 

 Catalog Number 
 

Consult Instructions for use 

 Sterilized using ethylene oxide 
 

Device Does not contain plasticizers 
or DEHP 

 Manufacturer 
 

Device Does not contain natural 
rubber latex components 

 
Device Description:  Equashield is not an IV Administration Set, it is a Closed System drug 
Transfer Device (CSTD) which does not require priming, does not include an Insertion Tube, 
and is not a “Gravity Feed” System. Equashield does contain accessories which contain tubing, 
one accessory uses “drip therapy” but no tubing contains plasticizers or DEHP. Equashield is a 
single use, nontoxic, non-pyrogenic fluid path system which is provided sterile as long as the 
package is intact, undamaged, and protective caps are secure. This closed system 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 and also prevents microbial ingress. System contains 
filters and needles using a needle stick safe design. 
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Components: 
The Equashield system consists of a piston syringe (Syringe Unit), an adaptor to the medication 
vial (Vial Adaptor), an adaptor for the infusion bag for injection (Spike Adaptor 1), an adaptor 
for the infusion bag for withdrawal (Spike Adaptor W), an adaptor for female luer lock ports 
(Luer Lock Adaptor), nursing pair connectors for male and female luer lock ports (Female LL 
Connector and Male LL Connector), and a protective plug (Protective Plug). The Equashield 
closed system consists of 8 components that are dedicated to each other to create a system. The 
components are not intended to be used individually. Vial Adaptor is 48 x 31mm, 23mm at distal 
end. Plug is 51 x 17mm large. Female luer lock is 50 x 23 mm with a 5.2mm ID. Male luer lock 
is 42 x 21mm with a 15mm depth. Spike Adaptor is 75 x 42 mm and the height is 22mm.  
 
Accessories: 
Y-Site Tubing – this accessory consists of a Luer Lock Adaptor permanently attached to a Y-
Site. Short pieces of tubing extend from each of the other two Y-Site ports, creating one tubing 
line. One tube is terminated with a female luer lock and the other is terminated with a male luer 
lock. The Y-Site Tubing Accessory is intended to be attached in series to an infusion line and the 
Equashield Luer Lock Adaptor enables safe connection and injection with the Equashield 
Syringe Unit or Female Connector. Priming volume: 1.9ml, length 25cm, Y-angle 30 degrees.  
 
Spike Adaptor Secondary Tubing - consists of a Spike Adaptor-1 for injection with a drip 
chamber at its outlet. The drip chamber with the attached tubing, the roller clamp and the male 
luer lock at the tubing end, all constitute standard secondary infusion tubing sets. The integration 
of the standard infusion tubing set with the Equashield Spike Adaptor provides a closed system 
protection during injection of drugs into the infusion bag and during their administration. It 
reduces the assembly steps and the risk of exposure to drugs associated with such assembly 
procedures. Length is 100 cm, priming volume 7.5ml. 
 
Reconstitution Tubing – this accessory consists of a T-Connector (equivalent of an Equashield 
Luer Lock Adaptor (LL-1) permanently attached to a conical connector). The tubing is very 
similar to the Y-Connector Tubing which extends from the main IV bag through a check valve 
(T-connector), in a similar manner the other end of the T travels from the pressure equalization 
bag through a check valve into the T-connector. Just like the Y-Tubing splits two fluid paths the 
T-Tubing (Reconstitution Tubing) also splits two fluid paths. The T-Tubing or Reconstitution 
Tubing as it is called is very similar to the Y-Tubing. It is made from the same materials, 
fabricated using the same validated methods, and was tested in the same manner. The Tubing 
Accessory is intended to be attached in a T-split line between the Equashield Syringe Unit and 
two IV bags.  
 
It consists of: 

• T-Connector. 
• Two tubing lines with standard clamps to block flow in tubing. 
• Two Check Valves (T-Connectors) (one on each line). 
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Directions for Use: 
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Setup: 
1)       Connect the liquid path to the diluent bag (A) (not included) by inserting the spike into 
the spike port of the diluent bag (A). 
2)       Connect the other spike into a second empty IV Bag (B) (not included). This will be used 
to capture air to equalize pressure and collect unwanted diluent. 
3)       Connect any standard luer lock syringe (not included) to the Check Valve’s female luer 
lock port (C).  
4)       Hang or place the diluent bag (A) higher than rest of the system components. The bag 
(B) can be placed anywhere and at any height higher than the other system components. 
 
Initial Priming: 
5)       Prime the tubing set by drawing at least 15 ml of diluent from the diluent bag into the 
syringe by pulling the syringe plunger. Then hold the syringe upright (luer lock up - plunger 
bottom) and push the syringe plunger until syringe is empty. The Dual Check valve (C) ensures 
that this action pushes the air from the syringe followed by the priming diluents only into the 
empty bag (B) and nothing into bag (a), thereby priming the whole set.  
 
Operation: 
6)       Ensure the Vial Adaptor/s from the Equashield System is connected to the desired drug 
vial/s (not illustrated here).  
7)       Connect the adaptor (D) to the Vial Adaptor on the vial (see instructions for use of the 
Vial Adaptor). 
8)       Draw diluent into the syringe up to the exact volume to be injected by pulling the syringe 
plunger connected at port “C”.  
Note: steps 7 and 8 are interchangeable if desired. 
9)        Hold the vial upright and depress the syringe until the desired amount of diluent is 
injected into the vial. As diluent fills the vial, the air from the vial is pushed only into the bag 
(B) and trapped there.  
9a)        If another dose of diluent is required to be injected into the same vial, simply refill the 
syringe with diluent, hold the vial upright and inject the desired dose as described in steps 8 and 
9.  
10)     Disconnect the adaptor (D) from the Vial Adaptor. 
11)     Repeat steps 6-10 for next drug vials. 
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Ordering and Catalogue Information Chart 
Name Model # Description Sizes 

Vial Adaptor 

VA-13 
VA-13/2 
VA-20 

VA-20/2 
VA-20C 

VA-20C/2 
VA-28 

VA-28/2 

Adaptor to the medication vial 

13mm, 
20mm, 
28mm 

vial 
neck 
sizes 

Syringe Unit 

SU-1 
SU-1/2 
SU-3 

SU-3/2 
SU-5 

SU-5/2 
SU-10 

SU-10/2 
SU-20 

SU-20/2 
SU-30 

SU-30/2 
SU-35 

SU-35/2 
SU-60 

SU-60/2 
SU-EZ60 

SU-EZ60/2 

Piston syringe 

1ml, 
3ml, 
5ml, 
10ml, 
20ml, 
30ml, 
35ml, 
60ml 

Spike Adaptor SA-1 Adaptor to inject into the infusion bag 

Single 
size 

SA-W Adaptor withdraw from infusion bag 
Luer Lock Adaptor LL-1 Adaptor to a female luer lock port 

Male Luer Lock 
Connector MC-1 Adaptor to female luer lock port of an IV 

tubing 
Female Luer Lock 

connector FC-1 Adaptor to male luer lock port 

Protective Plug PP-1 Plug that protects against foreign objects 
openings during transport 

Y-Site Tubing LL-1Y Luer Lock Adaptor with Y-Site Tubing 

Secondary Tubing SA-1S Spike Adaptor-1 with Secondary Tubing 
Accessory and a drip chamber 

Reconstitution 
Tubing LL-1R For reconstitution 
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Instructions for Use 
Precautions: 

• This device should only be used under the supervision of a Pharmacist or Health Care 
Professional and after having read these instructions carefully! 

• CAUTION: U.S. law restricts this device to sale by or on the order of a Pharmacist or 
Health Care Professional 

• This device is not intended to be used with light sensitive solutions, fat emulsions, lipids, 
blood, or blood products. 

• Not to be used with high-pressure infusion systems. 
 
Indications for Use: 
Closed System drug Transfer Device (CSTD) for preparation, reconstitution, compounding and 
administration of drugs, including antineoplastic and hazardous drugs. This closed system 
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 and also prevents microbial ingress. 
 
Symbols: 

 
Do not re-use (single use) 

 
Do not re-sterilize 

 
Expiration date 

 
Do not use if package is damaged 

 Lot Number 
 

Dispose of used materials safely, 
according to your local regulations 

 Catalog Number 
 

Consult Instructions for use 

 Sterilized using ethylene oxide 
 

Device Does not contain plasticizers 
or DEHP 

 Manufacturer 
 

Device Does not contain natural 
rubber latex components 

 
Device Description:  Equashield is not an IV Administration Set, it is a Closed System drug 
Transfer Device (CSTD) which does not require priming, does not include an Insertion Tube, 
and is not a “Gravity Feed” System. Equashield does contain accessories which contain tubing, 
one accessory uses “drip therapy” but no tubing contains plasticizers or DEHP. Equashield is a 
single use, nontoxic, non-pyrogenic fluid path system which is provided sterile as long as the 
package is intact, undamaged, and protective caps are secure. This closed system 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 and also prevents microbial ingress. System contains 
filters and needles using a needle stick safe design. 
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Components: 
The Equashield system consists of a piston syringe (Syringe Unit), an adaptor to the medication 
vial (Vial Adaptor), an adaptor for the infusion bag for injection (Spike Adaptor 1), an adaptor 
for the infusion bag for withdrawal (Spike Adaptor W), an adaptor for female luer lock ports 
(Luer Lock Adaptor), nursing pair connectors for male and female luer lock ports (Female LL 
Connector and Male LL Connector), and a protective plug (Protective Plug). The Equashield 
closed system consists of 8 components that are dedicated to each other to create a system. The 
components are not intended to be used individually. Vial Adaptor is 48 x 31mm, 23mm at distal 
end. Plug is 51 x 17mm large. Female luer lock is 50 x 23 mm with a 5.2mm ID. Male luer lock 
is 42 x 21mm with a 15mm depth. Spike Adaptor is 75 x 42 mm and the height is 22mm.  
 
Accessories: 
Y-Site Tubing – this accessory consists of a Luer Lock Adaptor permanently attached to a Y-
Site. Short pieces of tubing extend from each of the other two Y-Site ports, creating one tubing 
line. One tube is terminated with a female luer lock and the other is terminated with a male luer 
lock. The Y-Site Tubing Accessory is intended to be attached in series to an infusion line and the 
Equashield Luer Lock Adaptor enables safe connection and injection with the Equashield 
Syringe Unit or Female Connector. Priming volume: 1.9ml, length 25cm, Y-angle 30 degrees.  
 
Spike Adaptor Secondary Tubing - consists of a Spike Adaptor-1 for injection with a drip 
chamber at its outlet. The drip chamber with the attached tubing, the roller clamp and the male 
luer lock at the tubing end, all constitute standard secondary infusion tubing sets. The integration 
of the standard infusion tubing set with the Equashield Spike Adaptor provides a closed system 
protection during injection of drugs into the infusion bag and during their administration. It 
reduces the assembly steps and the risk of exposure to drugs associated with such assembly 
procedures. Length is 100 cm, priming volume 7.5ml. 
 
Reconstitution Tubing – this accessory consists of a T-Connector (equivalent of an Equashield 
Luer Lock Adaptor (LL-1) permanently attached to a conical connector). The tubing is very 
similar to the Y-Connector Tubing which extends from the main IV bag through a check valve 
(T-connector), in a similar manner the other end of the T travels from the pressure equalization 
bag through a check valve into the T-connector. Just like the Y-Tubing splits two fluid paths the 
T-Tubing (Reconstitution Tubing) also splits two fluid paths. The T-Tubing or Reconstitution 
Tubing as it is called is very similar to the Y-Tubing. It is made from the same materials, 
fabricated using the same validated methods, and was tested in the same manner. The Tubing 
Accessory is intended to be attached in a T-split line between the Equashield Syringe Unit and 
two IV bags.  
 
It consists of: 

• T-Connector. 
• Two tubing lines with standard clamps to block flow in tubing. 
• Two Check Valves (T-Connectors) (one on each line). 
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Directions for Use: 
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Setup: 
1)       Connect the liquid path to the diluent bag (A) (not included) by inserting the spike into 
the spike port of the diluent bag (A). 
2)       Connect the other spike into a second empty IV Bag (B) (not included). This will be used 
to capture air to equalize pressure and collect unwanted diluent. 
3)       Connect any standard luer lock syringe (not included) to the Check Valve’s female luer 
lock port (C).  
4)       Hang or place the diluent bag (A) higher than rest of the system components. The bag 
(B) can be placed anywhere and at any height higher than the other system components. 
 
Initial Priming: 
5)       Prime the tubing set by drawing at least 15 ml of diluent from the diluent bag into the 
syringe by pulling the syringe plunger. Then hold the syringe upright (luer lock up - plunger 
bottom) and push the syringe plunger until syringe is empty. The Dual Check valve (C) ensures 
that this action pushes the air from the syringe followed by the priming diluents only into the 
empty bag (B) and nothing into bag (a), thereby priming the whole set.  
 
Operation: 
6)       Ensure the Vial Adaptor/s from the Equashield System is connected to the desired drug 
vial/s (not illustrated here).  
7)       Connect the adaptor (D) to the Vial Adaptor on the vial (see instructions for use of the 
Vial Adaptor). 
8)       Draw diluent into the syringe up to the exact volume to be injected by pulling the syringe 
plunger connected at port “C”.  
Note: steps 7 and 8 are interchangeable if desired. 
9)        Hold the vial upright and depress the syringe until the desired amount of diluent is 
injected into the vial. As diluent fills the vial, the air from the vial is pushed only into the bag 
(B) and trapped there.  
9a)        If another dose of diluent is required to be injected into the same vial, simply refill the 
syringe with diluent, hold the vial upright and inject the desired dose as described in steps 8 and 
9.  
10)     Disconnect the adaptor (D) from the Vial Adaptor. 
11)     Repeat steps 6-10 for next drug vials. 
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Reconstitution Set Packaging 
 
The packaging for the Reconstitution tubing set is the same packaging used for the Y 
Connector tubing set and the Secondary tubing set. 
 
The tubing sets are individually packed so that they remain sterile during storage. The unit 
container is sealed in a tamper-evident manner. The sets are packed and sterilized in such a way 
that there are no flattened portions or kinks in the tubing when they are ready for use. 
 
Proposed shelf life/ expiration date: The proposed device is supplied sterile; it has a 2 year shelf 
life. The shelf life of 2 years is based off of the manufacturing date on the individual labeling of 
each lot, 2 years post expiration date is the expiration date of the product.  
 
Summary of methods used to establish that device sterility will remain substantially equivalent to 
that of the predicate through the proposed shelf life: 

Description of Packaging: 
The tubing sets are packaged in a peel pouch (blister) made of . 
All packaging materials are identified in the figures and table below: 
 
The blister is comprised of  The specifications of the materials are provided in the 
table below:  
 

Item Material  Specifications Supplier 

 
Shelf Pack Box: 
The individual blisters are packed in a printed shelf-box. All packaging materials are hereby 
identified in the figures and table below: 

(b)(4) 

(b)(4) 

(b)(4) 

(b)(4) 
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Sterilization 
This section includes: 
 

• Sterilization Method 
• Validation method 
• SAL 
• EO residuals 

(b)(4) 
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Shelf Life 
 
The system and/or the air-inlet device are individually packed so that they remain sterile during 
storage. The unit container is sealed in a tamper-evident manner. The systems and/or the air-inlet 
devices are packed and sterilized in such a way that there are no flattened portions or kinks when 
they are ready for use. 
 
Proposed shelf life/ expiration date: The proposed device is supplied sterile; it has a 2 year shelf 
life. The shelf life of 2 years is based off of the manufacturing date on the individual labeling of 
each lot, 2 years post expiration date is the expiration date of the product.  
 
Summary of methods used to establish that device sterility will remain substantially equivalent to 
that of the predicate through the proposed shelf life: 

Summary of methods used to establish that device performance is not adversely affected by 
aging and therefore device performance will remain substantially equivalent to that of the 
predicate: 
 

(b)(4) 

(b)(4) 
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Description of Packaging: 
Individual (sterile) Packaging: The Equashield System's components are packaged in a peel 
pouch (blister) made of  All packaging materials are identified in 
the figures and table below: 
 

Figure 1: Peel Pouch Paper Blister Illustration (Representative Samples) 

       
Vial Adaptor                               Syringe Unit                           Spike Adaptor 

 
The blister is comprised of paper and film. The specifications of the materials are provided in the 
table below:  
 

Item Material  Specifications Supplier 

 
Shelf Pack Box: 
The individual blisters are packed in a printed shelf-box. All packaging materials are hereby 
identified in the figures and table below: 
 

Figure 2: Component Printed Shelf Box 

 

(b)(4) 

(b)(4) 
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life of 2 years in no way negatively affects the devices sterility, function, safety, effectiveness, or 
SE to the device in its post-sterile state nor to the predicate device. 
 

 
These components represent the Equashield System single unit packages for all parts which 
include the same packaging materials and process. 
 
The shelf life of the device is 2 years. 
 
The following attached studies were performed on the pouch real time aged at 2 years to validate 
the packaging shelf life: 
 

Test Description Results 

 
The Shelf Life study for the Equashield System included the following tests: 

 
 
 

(b)(4) 

(b)(4) 

(b)(4) 
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(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Shelf Life Validation 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



Sterilization 
This section includes: 
 

• Sterilization Method 
• Validation method 
• SAL 

(b)(4) 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Sterilization

(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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

(b)
 

(b)(4) 

(b)(6) 

(b)(6) 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



Biocompatibility 
 

The following table contains a list of materials which indirectly contact patients through contact 
with liquids which travel through the device and then have patient contact. Biocompatibility 
assessments were performed on each of these materials to ensure that they are biocompatible for 
their intended duration of patient contact. The Equashield Closed System has no direct contact to 
the patient but it serves as a conduit for liquids which then have patient contact. Through fluid 
flow some materials have indirect contact for a limited duration that is less than 24 hours, they 
are listed in the table below. All materials are biocompatible and are in compliance with the ISO 
10993-1:2009 and with the FDA Blue Book Memorandum G95-1.  The biocompatibility tests 
and reports are provided in this application. All tests passed successfully and met predetermined 
acceptance criteria. 
 

Table of Indirect Patient Contacting Materials 
List of Parts and Materials – Reconstitution Tubing Accessory 

 
 

Proposed 
Component 
Description 
(K150219) 

Proposed Device 
Material (K150219) 

Predicate Device 
Material (K132899) 

Predicate 
Component 
Description 
(K132899) 

*See drawing specification below. 
 
No new manufacturing materials were introduced. 

(b)(4) 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



 
 
No new materials are being introduced, all materials were biocompatibility tested in 

 

(b)(4) Drawing Specifications

(b)(4) 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



 
 
Please see the following test reports: 

(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



Bench Testing Summary  (b)(4) Testing

(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Manufacturing Information

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



Bench Testing Summary  (b)(4) Testing

(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



(b)(4) Thrid Party Testing

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



 
List of Parts in Reconstitution Tubing Set  
which will be marketed in this submission 

 
The products which will be marketed with this submission only include one, it is call the 
Reconstitution Set, and the model number is LL-1R. This tubing set does not require use with the 
Equashield system, it can be used independently and is a standalone device. 
 

Name Model # Description Sizes 
Reconstitution 

Tubing LL-1R Reconstitution Tubing Accessory NA 

 
Below is a table describing each component of the Reconstitution Tubing set. The tubing set is 
made up from 510(k) cleared components.  
 

Proposed Components Illustration Location 
(K150219) 

Predicate Component 
Description 
(K132899) 

Connector #1 Drawing Syringe Unit 
(Outer Sleeve) 

Air Needle #1 Drawing  Syringe Unit 
(Air Needle) 

T-Connector #2 Drawing Y-Tubing Set 
(Y-Connector) 

Tubing #3 Drawing 
Y-Tubing Set 

(Tubing) 

Spike for Bag #3 Drawing Spike Adapter 
(Body) 

Check Valve #4 Drawing 
Spike Adapter 

(Body) / Y-Tubing Set (Y-
Connector) 

Dual Check Valve #5 Drawing Spike Adapter 
(Body) 

Cap #5 Drawing Y-Tubing Set 
(Cap) 
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Premarket Notification 510(k) Statement 
(As Required By 21 CFR 807.93) 

I certify that, in my capacity as Programs Manager of Equashield, I will make available all 
information included in this premarket notification on safety and effectiveness within 30 days of 
request by any person if the device described in the premarket notification submission is 
determined to be substantially equivalent. The information I agree to make available will be a 
duplicate of the premarket notification submission, including any adverse safety and 
effectiveness information, but excluding all patient identifiers, and trade secret and confidential 
commercial information, as defined in 21 CFR 20.61. 

______________________________ 
(Signature of Certifier) 

Dorit Valal 
(Typed Name) 

October 1, 2015 
(Date) 

K150219
*(Premarket Notification [510(k)] Number) 
*For a new submission, leave the 510(k) number blank.
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From: Raymond Kelly [mailto:ray.k@arazygroup.com] 
Sent: Tuesday, October 13, 2015 4:46 PM
To: Patel, Sapana
Cc: 'Dorit Valal'; 'Marino Kriheli'
Subject: RE: Biocompatibility deficiency K150219
 
Ms. Patel,
 
Please see the attached which describes and references the 
 

 

 

 
Please let us know if FDA has additional questions during the review.
 
Regards,
 
Ray
 

From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Tuesday, October 13, 2015 3:58 PM
To: Raymond Kelly <ray.k@arazygroup.com>
Subject: Biocompatibility deficiency K150219
 
Mr. Kelly,
 
The biocompatibility expert has the following deficiency regarding your responses.  Please provide a response by COB Monday,
10/19/2015.  If  you have any additional questions please do not hesitate to contact me.
 

Thank you,
 
Sapana Patel. PharmD.

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

(b)(4) 

(b)(4) 
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Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of  this  communication is not authorized. If you have received this  document in error, please
immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
 
 
 

From: Raymond Kelly [mailto:ray.k@arazygroup.com] 
Sent: Thursday, March 12, 2015 1:49 PM
To: Patel, Sapana
Subject: FW: K150219 - Device Description 3 of 4
 
 
Hi Sapana,
 
Attached is the .
 
Thank you,
 
Ray
 

From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Friday, March 06, 2015 9:00 PM
To: Raymond Kelly
Subject: K150219
 
Ray
 
Please review the components that are missing for review of the 510(k).  If you can provide all necessary documents by

(b)(4) 
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3/13/2015 that would be appreciated.  I will work with you on that time line as well and  you can provide documents as you
receive them.
 
If you can provide a detailed list of  that will be marketed with this submission.
 

 
Sterility:
 

 
 

 

(b)(4) 
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Please let me know if you have any other questions.
 
Thank you,
 
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
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F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of  this  communication is not authorized. If you have received this  document in error, please
immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
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Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of  this  communication is not authorized. If you have received this  document in error, please
immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
 
 
 

From: Raymond Kelly [mailto:ray.k@arazygroup.com] 
Sent: Thursday, March 12, 2015 1:47 PM
To: Patel, Sapana
Subject: K150219 - Performance Testing 1 of 4
 
 
Hi Sapana,
 
Attached is the bench testing section for the proposed
 
I will send 4 emails, this is 1 of 4.
 
Thanks,
 
Ray
 
 

(b)(4) 
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Please let me know if you have any other questions.
 
Thank you,
 
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of  this  communication is not authorized. If you have received this  document in error, please
immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
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I will send other requests for AI in separate emails so it does not become confusing.
 
Thank you for your considerations in this matter.
 
Ray Kelly
 
 

From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Monday, March 09, 2015 7:21 AM
To: Raymond Kelly
Subject: RE: K150219
 
You can send all documents directly to me via email by 3/15/2015 and I will include them in your file.  You can send them as you
receive them or all at the same time.
 
Thank you.
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of  this  communication is not authorized. If you have received this  document in error, please
immediately notify us by email or telephone found above.
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This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
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From: Raymond Kelly [mailto:ray.k@arazygroup.com] 
Sent: Wednesday, March 25, 2015 2:57 PM
To: Patel, Sapana
Subject: RE: K150219
 
Hi Sapana,
 

 

From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Wednesday, March 25, 2015 2:02 PM
To: Raymond Kelly
Subject: RE: K150219
 
Just to clarify, my understanding was .
 
 

 

(b)(4) Deficiencies

(b)(4) Deficiencies
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From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Wednesday, March 25, 2015 1:38 PM
To: Raymond Kelly
Subject: RE: K150219
 

 
Thanks
 
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you
are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of  this
communication is not authorized. If you have received this  document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an advisory opinion, does not necessarily
represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
 
 
 

From: Raymond Kelly [mailto:ray.k@arazygroup.com] 
Sent: Wednesday, March 25, 2015 9:58 AM
To: Patel, Sapana
Subject: RE: K150219
 
Hi, yes, please see sponsor response below:
 

From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Wednesday, March 25, 2015 9:41 AM
To: Raymond Kelly
Subject: RE: K150219
 
Mr. Kelly,
 

 

 
 
 
Thank you
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch

(b)(4) Deficiencies

(b)(4) Deficiencies
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Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you
are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of  this
communication is not authorized. If you have received this  document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an advisory opinion, does not necessarily
represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received: https://www.research.net/s/cdrhcustomerservice?
O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
 
 
 

From: Raymond Kelly [mailto:ray.k@arazygroup.com] 
Sent: Wednesday, March 25, 2015 8:56 AM
To: Patel, Sapana
Subject: RE: K150219
 
 
Hi Sapana,
 
Please see the sponsor provided attached table for clarification.
 
Thanks,
 
Ray
 

From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Friday, March 20, 2015 12:31 PM
To: Raymond Kelly
Subject: K150219
 
Mr. Kelly,
 

 
Thank you.  If you can provide that by next Wednesday  that is appreciated.
 
Thanks
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
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are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of  this
communication is not authorized. If you have received this  document in error, please immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an advisory opinion, does not necessarily
represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
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From: Raymond Kelly [mailto:ray.k@arazygroup.com] 
Sent: Wednesday, March 25, 2015 11:08 AM
To: Patel, Sapana
Subject: RE: K150219
 

.
 

From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Wednesday, March 25, 2015 10:41 AM
To: Raymond Kelly
Subject: K150219
 
Mr. Kelly, I just want to clarify 

 
 
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of  this  communication is not authorized. If you have received this  document in error, please
immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use
510(k) Number (if known)

Device Name

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

K150219

 
Equashield Closed System drug Transfer Device (CSTD)

Indications for Use (Describe)
 
Closed System drug Transfer Device (CSTD) for preparation, reconstitution, compounding and administration of drugs, 
including antineoplastic and hazardous drugs. This closed system 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 and also prevents microbial ingress up to 7 days.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

PLEASE DO NOT WRITE BELOW THIS LINE – CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of  this  communication is not authorized. If you have received this  document in error, please
immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
 
 
 

From: Raymond Kelly [mailto:ray.k@arazygroup.com] 
Sent: Tuesday, October 13, 2015 2:04 PM
To: Patel, Sapana
Subject: RE: K150219
 
Hi Ms. Patel,
 

 
Thanks,
 
Ray
 

From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Tuesday, October 13, 2015 10:09 AM
To: Raymond Kelly <ray.k@arazygroup.com>
Subject: K150219
 
Mr. Kelly,
 

(b)(4) Deficiencies

(b)(4) Deficiencies
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October 16th, 2015.
 
Thank you
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of  this  communication is not authorized. If you have received this  document in error, please
immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
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Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
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This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
 
 
 

From: Raymond Kelly [mailto:ray.k@arazygroup.com] 
Sent: Friday, October 09, 2015 12:41 PM
To: Patel, Sapana
Cc: 'Marino Kriheli'; 'Dorit Valal'
Subject: RE: K150219
 
Dear Ms. Patel,
 
Please accept the attached 
 
Please let me know if FDA requires additional information.
 
Thank you,
 
Ray
 

From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Friday, October 09, 2015 12:07 PM
To: Raymond Kelly <ray.k@arazygroup.com>
Subject: FW: K150219
 
Mr. Kelly thank you for providing 

. 
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FDA recommends
 
Please refer to ISO 15223-1:2010  for symbols the Agency recognizes.
 
Thank you
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of  this  communication is not authorized. If you have received this  document in error, please
immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
 
 
 

From: Raymond Kelly [mailto:ray.k@arazygroup.com] 
Sent: Thursday, October 01, 2015 6:02 AM
To: Patel, Sapana
Subject: RE: K150219
 
Hi Ms. Patel,
 
We sent you the 510(
 

 
Thank you,
 
Ray Kelly
 

From: Patel, Sapana [mailto:Sapana.Patel@fda.hhs.gov] 
Sent: Wednesday, September 30, 2015 2:33 PM
To: Raymond Kelly <ray.k@arazygroup.com>
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Subject: K150219
 
Good Afternoon Mr. Kelly,
 

 
It is appreciated if the information can be provided by Monday 10/5/2015.
 
Thank you.
 
 
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified that any
review disclosure, dissemination, copying, or other action based on the content of  this  communication is not authorized. If you have received this  document in error, please
immediately notify us by email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at this  time but does not constitute an
advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
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K150219 
Trade Name 

K150219 
Supplier Name 

K150219 
Supplier 

Trade Name 
K132899 Trade Name 

Supplier 
Name 

Supplier Trade Name Differences 

Equashield 
Connector 

Equashield Syringe Unit 
Outer Sleeve 

Identical 

Equashield Liquid 
Needle 

Equashield Syringe Unit 
Liquid Needle 

Identical 

Equashield Air 
Needle 

Equashield Syringe Unit 
Air Needle 

Identical 

Equashield T-
Connector 

Equashield Y-Tubing Set 
Y-Connector 

Equashield 
Tubing 

Equashield Y-Tubing Set 
Tubing 

Identical 

Equashield Spike 
for Bag 

Equashield Spike Adapter 
Body 

Equashield Check 
Valve 

Equashield Spike Adapter 
Body and Y-Tubing Set Y-

Connector 

Equashield Dual 
Check Valve 

Equashield Y-Tubing Set 
Y-Connector 

Equashield Cap 
Equashield Y-Tubing Set 

Cap 
Identical 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use
510(k) Number (if known)

Device Name

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

K150219

 
Equashield Closed System drug Transfer Device (CSTD)

Indications for Use (Describe)
 
Closed System drug Transfer Device (CSTD) for preparation, reconstitution, compounding and administration of drugs, 
including antineoplastic and hazardous drugs. This closed system 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 and also prevents microbial ingress up to 7 days.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

PLEASE DO NOT WRITE BELOW THIS LINE – CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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Equashield Closed System drug Transfer Device (CSTD)

Indications for Use (Describe)
 
Closed System drug Transfer Device (CSTD) for preparation, reconstitution, compounding and administration of drugs, 
including antineoplastic and hazardous drugs. This closed system 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 and also prevents microbial ingress up to 7 days.

Type of Use (Select one or both, as applicable)
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time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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

November 5, 2015

Equashield Medical Ltd
c/o Mr. Raymond Kelly IV
Licensale Inc.
57 Lazy Brook Rd.
Monroe, Connecticut 06468 

Re: K150219
Trade/Device Name: Equashield Closed System drug Transfer Device (CSTD)
Regulation Number: 21 CFR 880.5440
Regulation Name: Intravascular administration set
Regulatory Class: II
Product Code: ONB
Dated:  September 25, 2015
Received:  September 29, 2015

Dear Mr. Kelly:

We have reviewed your Section 510(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 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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FORM FDA 3881 (1/14) Page 1 of 1 PSC Publishing Services (301) 443 6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use
510(k) Number (if known)

Device Name

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

K150219

Equashield Closed System drug Transfer Device (CSTD)

Indications for Use (Describe)

Closed System drug Transfer Device (CSTD) for preparation, reconstitution, compounding and administration of drugs, 
including antineoplastic and hazardous drugs. This closed system 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 and also prevents microbial ingress up to 7 days.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

PLEASE DO NOT WRITE BELOW THIS LINE – CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



DEPARTMENT OF HEALTH & HUMAN SERVICES  Public Health Service 
 

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

 
 
K150219 
Equashield Medical Ltd 
Equashield Closed System Drug Transfer Device (cstd) 
 
Mr. Kelly, 
 
We have begun the review of the 510(k) submission for the Equashield Closed System 
Drug Transfer Device (CSTD).  It cannot be determined if the device is substantially 
equivalent to a legally marketed predicate device based solely on the information you 
provided. To complete the review of your submission, we require the following 
additional information. Your submission is considered to be “on hold” pending formal 
responses to these questions to the CDRH Document Management Center.  
 

(b)(4) Deficiencies
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      - Raymond Kelly Iv Page 7 

 
______________________________ 
Sapana Patel, PharmD. 
Pharmacist 
General Hospital Devices Branch 
Division of Anesthesiology, General Hospital, Respiratory,  
Infection Control, & Dental Devices  
Office of Device Evaluation 
Center for Devices and Radiological Health 
Food and Drug Administration 
P: 240-402-4968 
E: Sapana.patel@fda.hhs.gov 
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From: Panguluri, Ramesh K
To: Patel, Sapana
Cc: Murray III, Clarence; Qian, Bifeng; Gutala, Sreekanth
Subject: RE: K150219/S001 (CON155288)
Date: Tuesday, March 31, 2015 3:19:50 PM

 
Sapana,

 
Thanks
 
Kapil
 
 

From: Patel, Sapana 
Sent: Tuesday, March 31, 2015 10:38 AM
To: Panguluri, Ramesh K
Cc: Murray III, Clarence; Qian, Bifeng; Gutala, Sreekanth
Subject: RE: K150219/S001 (CON155288)
 
Thank you Ramesh for getting back to me.  Can you please provide me a deficiency in the correct
format so I can include it when I put the file on hold.  An email will be sufficient.
 
 
 
Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluation
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to
deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based
on the content of  this  communication is not authorized. If you have received this  document in error, please immediately notify us by
email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at
this  time but does not constitute an advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or
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otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have
received: https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer
service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
 
 
 

From: Panguluri, Ramesh K 
Sent: Tuesday, March 31, 2015 10:15 AM
To: Patel, Sapana
Cc: Murray III, Clarence; Qian, Bifeng; Gutala, Sreekanth
Subject: RE: K150219/S001 (CON155288)
 
Sapana,

Thanks
 
Kapil Panguluri, PhD
 

From: Patel, Sapana 
Sent: Monday, March 30, 2015 10:04 PM
To: Panguluri, Ramesh K
Cc: Murray III, Clarence; Qian, Bifeng; Gutala, Sreekanth
Subject: RE: K150219/S001 (CON155288)
 
Ramesh,
 
This submission was converted to a traditional as stated in CTS which is why a consult was assigned. 
I had also emailed all pertinent information to all consultants when the consults were assigned by
Clarence.  Due to this being a new product code and claims in the intended use 

 was the reason for the consult.  I am approaching my SI date and would appreciate
if this can be reviewed.  I will resend the additional information that was submitted by the sponsor
to you when it was converted.
 
 
 
 
Thanks

(b)(4) Deficiencies
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Sapana Patel. PharmD.
Pharmacist
General Hospital Devices Branch
Office of Device Evaluate
Center for Devices & Radiological Health
FDA
WO-66 Rm 2562
P: 240-402-4968
F: 301-847-8109
Sapana.patel@fda.hhs.gov
 
THIS MESSAGE IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to
deliver the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based
on the content of  this  communication is not authorized. If you have received this  document in error, please immediately notify us by
email or telephone found above.

This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best judgment at
this  time but does not constitute an advisory opinion, does not necessarily represent the formal position of  FDA, and does not bind or
otherwise obligate or commit the agency to the view expressed.
 
Excellent customer service is important to us. Please take a moment to provide feedback regarding the customer service you have
received: https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=431&E=&S=E
 
 
 
Excellent customer service is important to us!  Please take a moment to provide feedback regarding the customer
service you have received:
https://www.research.net/s/cdrhcustomerservice?O=400&D=430&B=433&E=&S=E
 
 
 

From: Panguluri, Ramesh K 
Sent: Monday, March 30, 2015 4:10 PM
To: Patel, Sapana
Cc: Murray III, Clarence; Qian, Bifeng; Gutala, Sreekanth
Subject: K150219/S001 (CON155288)
 
Hi Sapana,

(b)(4) Deficiencies
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Thanks
 
Kapil Panguluri, PhD
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 

Instructions for Use 
Precautions: 

• This device should only be used under the supervision of a Pharmacist or Health Care
Professional and after having read these instructions carefully! 

• CAUTION: U.S. law restricts this device to sale by or on the order of a Pharmacist or
Health Care Professional 

• This device is not intended to be used with blood or blood products.
• Not to be used with high-pressure infusion systems.
• Prevention of microbial ingress has been substantiated to a time period of 7 days.

Equashield does not extend the sterility and use date of the drug beyond manufacturer
recommendations. Please refer to individual drug labeling or USP compounding
guidelines for beyond use dating of a drug.

• Multiple reconnection of components has been substantiated up to 10 times.
• Caution this device contains components made from ABS and polycarbonate and is not

intended to be used with drugs containing DMA in concentrations greater than 33%.
• Caution: “This device is not intended to be a substitute for drug reconstitution which

requires ISO class 5 environment admixing or the use of a Biological Safety Cabinet
(BSC) or laminar flow hood”.

Indications for Use: 
Closed System drug Transfer Device (CSTD) for preparation, reconstitution, compounding and 
administration of drugs, including antineoplastic and hazardous drugs. This closed system 
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 and also prevents microbial ingress. 

Symbols: 

Do not re-use (single use) Do not re-sterilize 

Expiration date Do not use if package is damaged 

Lot Number Dispose of used materials safely, 
according to your local regulations 

Catalog Number Consult Instructions for use 

Sterilized using ethylene oxide The device is not made with DEHP 

Manufacturer The device is not made with natural 
rubber latex 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 

Device Description:  Equashield is not an IV Administration Set, it is a Closed System drug 
Transfer Device (CSTD) which does not require priming, does not include an Insertion Tube, 
and is not a “Gravity Feed” System. Equashield does contain accessories which contain tubing, 
one accessory uses “drip therapy” but no tubing contains plasticizers or DEHP. Equashield is a 
single use, nontoxic, non-pyrogenic fluid path system which is provided sterile as long as the 
package is intact, undamaged, and protective caps are secure. This closed system 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 and also prevents microbial ingress. System contains 
filters and needles using a needle stick safe design. 
 
Shelf Life: This device has a shelf life of 2 years from the manufacturing date. Please ensure the 
Expiration Date on the product label has not been exceeded before using this product. 
 
Components: 
The Equashield system consists of a piston syringe (Syringe Unit), an adaptor to the medication 
vial (Vial Adaptor), an adaptor for the infusion bag for injection (Spike Adaptor 1), an adaptor 
for the infusion bag for withdrawal (Spike Adaptor W), an adaptor for female luer lock ports 
(Luer Lock Adaptor), nursing pair connectors for male and female luer lock ports (Female LL 
Connector and Male LL Connector), and a protective plug (Protective Plug). The Equashield 
closed system consists of 8 components that are dedicated to each other to create a system. The 
components are not intended to be used individually. Vial Adaptor is 48 x 31mm, 23mm at distal 
end. Plug is 51 x 17mm large. Female luer lock is 50 x 23 mm with a 5.2mm ID. Male luer lock 
is 42 x 21mm with a 15mm depth. Spike Adaptor is 75 x 42 mm and the height is 22mm.  
 
Accessories: 
Y-Site Tubing – this accessory consists of a Luer Lock Adaptor permanently attached to a Y-
Site. Short pieces of tubing extend from each of the other two Y-Site ports, creating one tubing 
line. One tube is terminated with a female luer lock and the other is terminated with a male luer 
lock. The Y-Site Tubing Accessory is intended to be attached in series to an infusion line and the 
Equashield Luer Lock Adaptor enables safe connection and injection with the Equashield 
Syringe Unit or Female Connector. Priming volume: 1.9ml, length 25cm, Y-angle 30 degrees.  
 
Secondary Tubing - consists of a Spike Adaptor-1 for injection with a drip chamber at its outlet. 
The drip chamber with the attached tubing, the roller clamp and the male luer lock at the tubing 
end, all constitute standard secondary infusion tubing sets. The integration of the standard 
infusion tubing set with the Equashield Spike Adaptor provides a closed system protection 
during injection of drugs into the infusion bag and during their administration. It reduces the 
assembly steps and the risk of exposure to drugs associated with such assembly procedures. 
Length is 100 cm, priming volume 7.5ml. 
 
Reconstitution Tubing –consists of a T connector permanently attached to a conical connector. 
The tubing is very similar to the Y-Connector Tubing which extends from the main IV bag 
through a check valve, in a similar manner the other end of the T travels from the pressure 
equalization bag through a check valve into the T-connector. Just like the Y-Tubing splits two 
fluid paths the Reconstitution Tubing also splits two fluid paths. 

Records processed under FOIA Request # 2016-388; Released by CDRH on 04-18-2016

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



Equashield Closed System drug Transfer Device (CSTD) 
IFU 

Directions for Use: 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 

Instructions for Use of Vial Adaptor: 

 
 

 
 

 
 
 

Reconstitution Set intended to be used for reconstituting Powdered Drugs. Directions for 
Using Reconstitution Tubing on Next page. 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 

Ordering and Catalogue Information Chart: 
 

Name Model # Description Sizes 

Vial Adaptor 

VA-13 
VA-13/2 
VA-20 

VA-20/2 
VA-20C 

VA-20C/2 
VA-28 

VA-28/2 

Adaptor to the medication vial 

13mm, 
20mm, 
28mm 

vial 
neck 
sizes 

Syringe Unit 

SU-1 
SU-1/2 
SU-3 

SU-3/2 
SU-5 

SU-5/2 
SU-10 

SU-10/2 
SU-20 

SU-20/2 
SU-30 

SU-30/2 
SU-35 

SU-35/2 
SU-60 

SU-60/2 
SU-EZ60 

SU-EZ60/2 

Piston syringe 

1ml, 
3ml, 
5ml, 
10ml, 
20ml, 
30ml, 
35ml, 
60ml 

Spike Adaptor SA-1 Adaptor to inject into the infusion bag 

Single 
size 

SA-W Adaptor withdraw from infusion bag 
Luer Lock Adaptor LL-1 Adaptor to a female luer lock port 

Male Luer Lock 
Connector MC-1 Adaptor to female luer lock port of an IV 

tubing 
Female Luer Lock 

connector FC-1 Adaptor to male luer lock port 

Protective Plug PP-1 Plug that protects against foreign objects 
openings during transport 

Y-Site Tubing LL-1Y Luer Lock Adaptor with Y-Site Tubing 

Secondary Tubing SA-1S Spike Adaptor-1 with Secondary Tubing 
Accessory and a drip chamber 

Reconstitution 
Tubing LL-1R For reconstitution 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 

Instructions for Use 
Precautions: 

• This device should only be used under the supervision of a Pharmacist or Health Care
Professional and after having read these instructions carefully! 

• CAUTION: U.S. law restricts this device to sale by or on the order of a Pharmacist or
Health Care Professional 

• This device is not intended to be used with blood or blood products.
• Not to be used with high-pressure infusion systems.
• Prevention of microbial ingress has been substantiated to a time period of 7 days.

Equashield does not extend the sterility and use date of the drug beyond manufacturer
recommendations. Please refer to individual drug labeling or USP compounding
guidelines for beyond use dating of a drug.

• Multiple reconnection of components has been substantiated up to 10 times.
• Caution this device contains components made from ABS and polycarbonate and is not

intended to be used with drugs containing DMA in concentrations greater than 33%.
• Caution: “This device is not intended to be a substitute for drug reconstitution which

requires ISO class 5 environment admixing or the use of a Biological Safety Cabinet
(BSC) or laminar flow hood”.

• Caution: When using the reconstitution set, the standard syringe is not to be disconnected
and reconnected during the reconstitution of multiple vials.

Indications for Use: 
Closed System drug Transfer Device (CSTD) for preparation, reconstitution, compounding and 
administration of drugs, including antineoplastic and hazardous drugs. This closed system 
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 and also prevents microbial ingress up 
to 7 days. 

Symbols: 

Do not re-use (single use) Do not re-sterilize 

Expiration date Do not use if package is damaged 

Lot Number Dispose of used materials safely, 
according to your local regulations 

Catalog Number Consult Instructions for use 

Sterilized using ethylene oxide The device is not made with DEHP 

Manufacturer The device is not made with natural 
rubber latex 
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Equashield Closed System drug Transfer Device (CSTD) 
IFU 

Device Description:  Equashield is not an IV Administration Set, it is a Closed System drug 
Transfer Device (CSTD) which does not require priming, does not include an Insertion Tube, 
and is not a “Gravity Feed” System. Equashield does contain accessories which contain tubing, 
one accessory uses “drip therapy” but no tubing contains plasticizers or DEHP. Equashield is a 
single use, nontoxic, non-pyrogenic fluid path system which is provided sterile as long as the 
package is intact, undamaged, and protective caps are secure. This closed system 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 and also prevents microbial ingress. System contains 
filters and needles using a needle stick safe design. 
 
Shelf Life: This device has a shelf life of 2 years from the manufacturing date. Please ensure the 
Expiration Date on the product label has not been exceeded before using this product. 
 
Components: 
The Equashield system consists of a piston syringe (Syringe Unit), an adaptor to the medication 
vial (Vial Adaptor), an adaptor for the infusion bag for injection (Spike Adaptor 1), an adaptor 
for the infusion bag for withdrawal (Spike Adaptor W), an adaptor for female luer lock ports 
(Luer Lock Adaptor), nursing pair connectors for male and female luer lock ports (Female LL 
Connector and Male LL Connector), and a protective plug (Protective Plug). The Equashield 
closed system consists of 8 components that are dedicated to each other to create a system. The 
components are not intended to be used individually. Vial Adaptor is 48 x 31mm, 23mm at distal 
end. Plug is 51 x 17mm large. Female luer lock is 50 x 23 mm with a 5.2mm ID. Male luer lock 
is 42 x 21mm with a 15mm depth. Spike Adaptor is 75 x 42 mm and the height is 22mm.  
 
Accessories: 
Y-Site Tubing – this accessory consists of a Luer Lock Adaptor permanently attached to a Y-
Site. Short pieces of tubing extend from each of the other two Y-Site ports, creating one tubing 
line. One tube is terminated with a female luer lock and the other is terminated with a male luer 
lock. The Y-Site Tubing Accessory is intended to be attached in series to an infusion line and the 
Equashield Luer Lock Adaptor enables safe connection and injection with the Equashield 
Syringe Unit or Female Connector. Priming volume: 1.9ml, length 25cm, Y-angle 30 degrees.  
 
Secondary Tubing - consists of a Spike Adaptor-1 for injection with a drip chamber at its outlet. 
The drip chamber with the attached tubing, the roller clamp and the male luer lock at the tubing 
end, all constitute standard secondary infusion tubing sets. The integration of the standard 
infusion tubing set with the Equashield Spike Adaptor provides a closed system protection 
during injection of drugs into the infusion bag and during their administration. It reduces the 
assembly steps and the risk of exposure to drugs associated with such assembly procedures. 
Length is 100 cm, priming volume 7.5ml. 
 
Reconstitution Tubing –consists of a T connector permanently attached to a conical connector. 
The tubing is very similar to the Y-Connector Tubing which extends from the main IV bag 
through a check valve, in a similar manner the other end of the T travels from the pressure 
equalization bag through a check valve into the T-connector. Just like the Y-Tubing splits two 
fluid paths the Reconstitution Tubing also splits two fluid paths. 
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Equashield Closed System drug Transfer Device (CSTD) 
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Directions for Use: 
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Equashield Closed System drug Transfer Device (CSTD) 
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Instructions for Use of Vial Adaptor: 

 
 

 
 

 
 
 

Reconstitution Set intended to be used for reconstituting Powdered Drugs. Directions for 
Using Reconstitution Tubing on Next page:
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Ordering and Catalogue Information Chart: 
 

Name Model # Description Sizes 

Vial Adaptor 

VA-13 
VA-13/2 
VA-20 

VA-20/2 
VA-20C 

VA-20C/2 
VA-28 

VA-28/2 

Adaptor to the medication vial 

13mm, 
20mm, 
28mm 

vial 
neck 
sizes 

Syringe Unit 

SU-1 
SU-1/2 
SU-3 

SU-3/2 
SU-5 

SU-5/2 
SU-10 

SU-10/2 
SU-20 

SU-20/2 
SU-30 

SU-30/2 
SU-35 

SU-35/2 
SU-60 

SU-60/2 
SU-EZ60 

SU-EZ60/2 

Piston syringe 

1ml, 
3ml, 
5ml, 
10ml, 
20ml, 
30ml, 
35ml, 
60ml 

Spike Adaptor SA-1 Adaptor to inject into the infusion bag 

Single 
size 

SA-W Adaptor withdraw from infusion bag 
Luer Lock Adaptor LL-1 Adaptor to a female luer lock port 

Male Luer Lock 
Connector MC-1 Adaptor to female luer lock port of an IV 

tubing 
Female Luer Lock 

connector FC-1 Adaptor to male luer lock port 

Protective Plug PP-1 Plug that protects against foreign objects 
openings during transport 

Y-Site Tubing LL-1Y Luer Lock Adaptor with Y-Site Tubing 

Secondary Tubing SA-1S Spike Adaptor-1 with Secondary Tubing 
Accessory and a drip chamber 

Reconstitution 
Tubing LL-1R For reconstitution 
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