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Indications for Use 

 

 

 



     Indications for Use       
 
 
510(k) Number (if known):   
 
Device Name:   EndoChoice Hot Biopsy Forceps                                             
 
Indications for Use:   
 
 
EndoChoice Hot Biopsy forceps are indicated for endoscopic use in in conjunction with 
monopolar electrosurgical current to obtain gastrointestinal mucosal tissue biopsies and 
for removal of sessile polyps.  
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Prescription Use _______      AND/OR          Over-The-Counter Use _______ 
(Part 21 CFR 801 Subpart D)     (21 CFR 807 Subpart C) 
 
 
 (PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF 
NEEDED) 
                          
 Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD) 
 
 
     
 
         Page 1 of 1    
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510(k) Summary  

EndoChoice Hot Biopsy Forceps     
1. Company Identification  

EndoChoice, Inc. 
  11800 Wills Road, Suite 100 
  Alpharetta, GA 30009 
  Telephone   
  Fax (678) 567 8218 

Establishment Registration: 300759133 
 

2. Contact Person    
Daniel Hoefer 
Regulatory Affairs Manager 

3. Device Name 
Commercial name:  EndoChoice Hot Biopsy Forceps 
Classification name:   Forceps, Biopsy, Electric 

4. Device Classification 
Product Code:  KGE 
Regulation Number: 876.4300 
Class:   II 

5. Intended Use  
EndoChoice Hot Biopsy Forceps are intended for use by trained medical professionals.  
The device is to be used endoscopically in conjunction with monopolar electrosurgical 
current to obtain gastrointestinal mucosal tissue biopsies and for removal of sessile 
polyps.  

6. Device Description 
EndoChoice Hot Biopsy Forceps is a sterile single use device designed for use in the 
gastrointestinal tract.  A plug is located on the handle for connection to an electrosurgical 
unit, giving the capability to apply high frequency monopolar electrocautery during 
resection.   
 
The device is compatible with endoscopic access channels of at least 2.8 mm and is 
provided with a working length of 230.0 cm.   
 
Using the EndoChoice Hot Biopsy Forceps, the user can cauterize and remove tissue 
from the mucosal wall by using the handle to open the jaws, pressing the jaws against the 
site, closing, applying electrical current via a compatible electrosurgical unit (not 
included), and gently pulling the away from the site.  



EndoChoice Hot Biopsy Forceps  EndoChoice, Inc. 
    

 page 2 of  2  

       

7. Substantial Equivalence 
The EndoChoice Hot Biopsy Forceps is substantially equivalent to the Radial Jaw 4TM 
Hot Biopsy Forceps (K101657) manufactured by Boston Scientific Corporation.   
 
The devices are equivalent in terms of intended use, operating principle, technology, 
energy used, packaging, and materials. 

8. Non-Clinical testing 
Testing includes: 

• Bench testing of the functional performance, 
• biocompatibility testing,  
• sterility assurance validation,  
• shelf life testing,  
• electrical safety testing for high frequency surgical accessories. 

 
Results demonstrate that the device is safe and effective in meeting user requirements in 
accordance with its intended use. 

9. Conclusion 
The EndoChoice Hot Biopsy Forceps is substantially equivalent to the predicate device 
listed above.      

 
 
 

  
 
.                                                              
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Section 7 

Class III Summary and Certification 

 

N/A – The device is not class III 
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Section 8 

Class III Financial Disclosure 

 

N/A – This submission does not contain any clinical data 
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EndoChoice Hot Biopsy Forceps 

1. Conformity to Accepted Standards 
The EndoChoice Hot Biopsy Forceps was tested by   

The device was found to be in compliance with all applicable requirements of IEC 60601-1 2005 + CORR. 
1 (2006) + CORR. 2 (2007).  Testing was also completed for compliance with IEC 60601-2-2: 2009 Medical 
Electrical Equipment, Part 2-2: Particular requirements for the Safety of High Frequency Surgical 
Equipment; and for compliance with IEC 60601-2-18: 2009 Medical electrical equipment part 2: 
Particular Requirements for the Safety of Endoscopic Equipment, and the device was found to be in 
compliance.  

The complete test report has been provided in attachment 17-1. 

  

(b)(4) Trade Secret Process 



Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (12/10) Page 1 PSC Graphics (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.

IEC 60601-1 Medical Electrical Equipment - Part 1: General Requirements for Safety

5-4



EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

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 control number.

IEC 60601-1 Medical Electrical Equipment - Part 1: General Requirements for Safety

IEC 60601-1-6

IEC 6060101-2

Usability

Electromagnetic Compatibility -- Requirements and tests

Exclusion

Exclusion

Usability in accordance with IEC 60601-1-6 was not evaluated by the laboratory during IEC 60601-1 testing

The submitted samples were found to comply with all applicable requirements of the standard (page 3 of 131 of report).

Electromagnetic compatibility was not assessed by the laboratory during IEC 60601-1 testing

The submitted samples were found to comply with all applicable requirements of the standards (page 3 of 131 of report).



Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (12/10) Page 1 PSC Graphics (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

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 control number.



Please answer the following questions

Is this standard recognized by FDA 2 ? ..................................................................................................

FDA Recognition number 3 ....................................................................................................................

Was a third party laboratory responsible for testing conformity of the device to this standard identified 
in the 510(k)? ........................................................................................................................................

Is a summary report 4 describing the extent of conformance of the standard used included in the 

If no, complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it 
pertains to this device? ..........................................................................................................................

Does this standard include acceptance criteria? ................................................................................... 

Does this standard include more than one option or selection of tests? ................................................ 

Were there any deviations or adaptations made in the use of the standard?......................................... 

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ..................................................................................... 

Is there an FDA guidance 6 that is associated with this standard?.........................................................
If yes, was the guidance document followed in preparation of this 510k? .............................................

Title of guidance: 

1 The formatting convention for the title is: [SDO] [numeric identifier] 
[title of standard] [date of publication]

2 Authority [21 U.S.C. 360d], www.fda.gov/cdrh/stdsprog.html
3 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/

search.cfm
4 The summary report should include: any adaptations used to adapt to 

the device under review (for example, alternative test methods); 
choices made when options or a selection of methods are descr bed; 
deviations from the standard; requirements not applicable to the 
device; and the name and address of the test laboratory or

Department of Health and Human Services 
Food and Drug Administration 

STANDARDS DATA REPORT FOR 510(k)s 
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer- 
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION

Traditional Special Abbreviated

STANDARD TITLE 1

Yes No

certification body involved in conformance assessment to this 
standard. The summary report includes information on all standards 
utilized during the development of the device.

5 The supplemental information sheet (SIS) is additional information 
which is necessary before FDA recognizes the standard.  Found at 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/
search.cfm

6 The online search for CDRH Guidance Documents can be found at 
www.fda.gov/cdrh/guidance.html

#

Form Approved: OMB No. 0910-0120; Expiration Date: 12/31/13

FORM FDA 3654  (12/10) Page 1 PSC Graphics (301) 443-6740 EF

510(k)? ..................................................................................................................................................

If yes, were deviations in accordance with the FDA supplemental information sheet (SIS) 5 ?  .............

If no, include the results of testing in the 510(k).

If yes, report options selected in the summary report table.

If yes, report these exclusions in the summary report table.
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (12/10) Page 2

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

Yes No

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

SECTION NUMBER

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION TITLE

* For completeness list all sections of the standard and indicate whether conformance is met. If a section is not applicable (N/A) an 
explanation is needed under “justification.” Some standards include options, so similar to deviations, the option chosen needs to be 
described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of options 
selected when following a standard is required under “type of deviation or option selected,” “description” and “justification” on the 
report.  More than one page may be necessary.

❖ Types of deviations can include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental 
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

N/A

CONFORMANCE?

Yes No N/A

CONFORMANCE?

Yes No N/A

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 1 hour per response, including the 
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other 
aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services 
Food and Drug Administration  
Office of Chief Information Officer  
1350 Piccard Drive, Room 400 
Rockville, MD 20850

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 control number.
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1  Executive Summary 
 

1. Concise Description of Device 
The EndoChoice Hot Biopsy Forceps is a single-use gastroenterology device for obtaining tissue samples 
or removing polyps endoscopically.  The forceps cup consists of  

  The 
device includes a plug for connection to an electrosurgical unit. 

 

Figure 1 – Device Drawing 

 

Indications for use:  EndoChoice Hot Biopsy forceps are indicated for endoscopic use in in conjunction 
with monopolar electrosurgical current to obtain gastrointestinal mucosal tissue biopsies and for 
removal of sessile polyps.  

2. Comparison Table 
The predicate device is Radial Jaw 4TM Hot Biopsy Forceps (K101657). A comparison of the two devices is 
found below. 

Comparison to Predicate Device  
 EndoChoice Hot Biopsy Forceps Radial Jaw 4TM Hot Biopsy Forceps 
510(k) Number pending K101657 (Boston Scientific Corporation) 
Product Code and 
Regulation number 

KGE 
876.4300 

KGE 
876.4300 

Intended Use A single-use device intended to be used 
endoscopically in conjunction with 
monopolar electrosurgical current to 
obtain gastrointestinal mucosal tissue 
biopsies and for removal of sessile 
polyps.  
 

These single-use biopsy forceps are 
intended to be used to cauterize polyps 
and/or tissue specimens throughout the 
alimentary tract.  The alimentary tract 
includes the esophagus, stomach, 
duodenum, jejunum, ileum, and colon.  
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2  Executive Summary 
 

Energy Used/Delivered Electrical current from an electrosurgical 
unit passes through the device to the 
jaws, allowing the user to cauterize and 
remove tissue.     

Electrical current from an electrosurgical 
unit passes through the device to the 
jaws, allowing the user to cauterize and 
remove tissue.     

Materials contacting the 
patient 

 
 

 
Jaws: stainless steel 
Insulating sheath: polymer 

Anatomical Site(s) Gastrointestinal tract alimentary tract (includes the esophagus, 
stomach, duodenum, jejunum, ileum, and 
colon) 

Sizes Working Length:                             230 cm Working Length:                                240 cm 
                                             Jaw OD:                                                2.2mm 

Min. Channel Diameter                 2.8 mm Min. Channel Diameter                   2.8 mm   
                                           Jaw span:                                               7 mm 

 

3. Summary of Tests 
The enclosed test summaries and descriptions demonstrate that device meets requirements for its 
intended function, materials safety, sterilization, packaging, and electrical safety.   

4. Conclusion 
The EndoChoice Hot Biopsy Forceps is safe and effective based on device testing, and is substantially 
equivalent to the predicate device described in the submission based on its design, intended use, 
materials, and packaging.        
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1  Device Description 
 

1. Overview and Diagram 
The EndoChoice Hot Biopsy Forceps is a single-use gastroenterology device for obtaining tissue samples 
or removing polyps endoscopically.  The forceps cup consists of  

  The 
device includes a plug for connection to an electrosurgical unit. 

 

Figure 1 – Device Drawing 

 

 

2. Device Use 
Once the area of the tissue intended for removal has been visually identified, the forceps are introduced 
into the accessory channel of the endoscope.  After careful advancement through the channel (with the 
cup closed), the extended forceps are brought to the tissue site and the cup is opened using the handle 
(figure 2, below).  The electrosurgical unit must be connected and settings prepared in accordance with 
manufacturer’s instructions at this time.   

The user applies slight pressure on the handle to close the forceps on the tissue intended for removal, 
the electrosurgical unit is activated, and the tissue is gently withdrawn from the mucosal wall.  Once the 
tissue is resected, electrocautery is de-activated and the user, maintaining gentle handle pressure to 
keep the cups closed around the removed tissue, withdraws the forceps from the channel.   
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2  Device Description 
 

 

 

 

Figure 2 – Operation of the sliding handle 

 

 

3. Materials 
 

A list of all materials used in the construction of the EndoChoice Hot Biopsy Forceps is found in 
attachment 11-1.  Patient contacting areas of the device include the forceps cups and the exterior 
sheath of the insulated catheter.  Other exterior components include the handle and the plug.  A 
summary of the exterior materials is tabulated below.  

Component Material Description Type of Contact 
Cup jaws 

Catheter exterior 

Handle, slide block, plug housing
Conductive plug 
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3  Device Description 
 

 

4. Other Specifications 
 

Forceps cup 

• Diameter:   
• Jaw Span:    
• Construction:   

Catheter tube 

• Length:   
• Diameter  
• Minimum biopsy channel diameter:  2.8 mm 

Electrical – High Frequency Voltage Ratings  

• Cut:   
• Coag:  
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EndoChoice, Inc.  EndoChoice Hot Biopsy Forceps 

1 Vol_012 Substantial Equivalence 
 

1. Predicate Devices 
The EndoChoice Hot Biopsy Forceps is compared below to the Radial Jaw 4tm Hot Biopsy Forceps 
manufactured by Boston Scientific Corporation (K101657).  The EndoChoice Hot Biopsy Forceps is 
substantially equivalent in intended use, indications for use, principles of operation, and technological 
characteristics to the predicate identified above.  Any differences between the EndoChoice Hot Biopsy 
Forceps and the predicate device do not raise new types of safety or effectiveness issues. 

2. Comparison Table 
A comparison of the two devices is tabulated below. 

Comparison to Predicate Device  
 EndoChoice Hot Biopsy Forceps Radial Jaw 4TM Hot Biopsy Forceps 
510(k) Number pending K101657 (Boston Scientific Corporation) 
Product Code and 
Regulation number 

KGE 
876.4300 

KGE 
876.4300 

Intended Use A single-use device intended to be used 
endoscopically in conjunction with 
monopolar electrosurgical current to 
obtain gastrointestinal mucosal tissue 
biopsies and for removal of sessile 
polyps.  
 

These single-use biopsy forceps are 
intended to be used to cauterize polyps 
and/or tissue specimens throughout the 
alimentary tract.  The alimentary tract 
includes the esophagus, stomach, 
duodenum, jejunum, ileum, and colon.  

Energy Used/Delivered Electrical current from an electrosurgical 
unit passes through the device to the 
jaws, allowing the user to cauterize and 
remove tissue.     

Electrical current from an electrosurgical 
unit passes through the device to the 
jaws, allowing the user to cauterize and 
remove tissue.     

Materials contacting the 
patient 

Jaws:   
Insulating catheter sheath:   

 
Jaws: stainless steel 
Insulating sheath: polymer 

Anatomical Site(s) Gastrointestinal tract alimentary tract (includes the esophagus, 
stomach, duodenum, jejunum, ileum, and 
colon) 

Sizes Working Length:                             230 cm Working Length:                                240 cm 
                                             Jaw OD:                                                2.2mm 

Min. Channel Diameter                 2.8 mm Min. Channel Diameter                   2.8 mm   
                                           Jaw span:                                               7 mm 
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EndoChoice, Inc.  EndoChoice Hot Biopsy Forceps 

2 Vol_012 Substantial Equivalence 
 

3. Comparison Discussion  

3.1.  Intended Use 
The indications for use of the, as shown in the table above, are equivalent.  Each device is intended 
for removal of tissue for biopsy or polyp removal from the gastrointestinal or alimentary tract.  Each 
device is connected to an electrosurgical unit for the purpose of providing electrocautery during 
tissue removal.  Each device is single use, labeled as sterile, and individually packaged in a peel 
pouch.  

3.2.  Technological Characteristics 
The technological characteristics of the two devices are equivalent.   

Each device is designed of the same basic components, including the jaws, the catheter tube, and a 
“syringe type” handle, which allows the user to control the operation of the device by inserting two 
fingers in the handle and the thumb into a sliding component that opens and closes the jaws.   

Both the EndoChoice Hot Biopsy Forceps and the predicate Radial Jaw 4tm Hot Biopsy Forceps 
include a plug assembly for connection to an electrosurgical unit, providing conduction of current to 
the jaws for electrocautery.   

3.3 Performance Characteristics 
The steps for use of the device are equivalent.  Each device is introduced endoscopically to the site 
of tissue removal, electrocautery is readied, the jaws are advance to the tissue and closed, 
electrocautery is activated, and the tissue is pulled away from the mucosal wall.   

Relevant dimensions of the devices are equivalent.  Both require a minimum endoscopic access 
channel of diameter 2.8 mm.   

3.4 Conclusion 
The EndoChoice Hot Biopsy Forceps and the Radial Jaw 4tm Hot Biopsy Forceps manufactured by 
Boston Scientific Corporation are equivalent in terms of intended use, technological characteristics 
and performance characteristics. The devices are substantially equivalent.  
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1  Proposed Labeling 
 

1. Indications for Use 
 

EndoChoice Hot Biopsy forceps are indicated for endoscopic use in in conjunction with monopolar 
electrosurgical current to obtain gastrointestinal mucosal tissue biopsies and for removal of sessile 
polyps.  

See also section 4, Indications for Use Statement.  

2. Instructions for Use 
Instructions for Use in draft form are included as attachment 13-1. The prescription device statement 
and the indications for use are included in this material, which is provided in paper form with the device.  

3. Device Labels 
A draft device label, provided as a decal on the package, is provided in attachment 13-2.  
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Instructions for Use 
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Attachment 13-2 

Label 
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1. Overview 
The EndoChoice Hot Biopsy Forceps is a single use device labeled as sterile.  The method used is 
Ethylene Oxide (EtO) sterilization of devices in a fixed chamber. 

2. Sterilization Method 
Ethylene Oxide sterilization, with sterilization cycles validated in accordance with the following 
standards: 

3. Residual sterilant levels 

4. Sterility Assurance Level 

5. Packaging used to maintain sterility 

6. Shelf Life 
Based on accelerated aging and real-life aging testing, the shelf life of the device  

  Shelf life test report is found in attachment 14-1. 
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Shelf Life Testing 
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EndoChoice Hot Biopsy Forceps 

1. Introduction 
The EndoChoice Hot Biopsy Forceps is an external communicating device in contact with tissue/bone for 
less than 24 hours duration.   

 
 

  
  
  

Note:  The test item in each case is the final sterilized device.  
 

2. Testing Summary 

2.1  
 

 
 

 
 

2.2  
 

 
 

 
 

2.3  
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Attachment 15-1  

Biocompatibility: 
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Biocompatibility: 
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Attachment 15-3  

Biocompatibility: 
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Software 

 

N/A – The device does not include software 
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EndoChoice Hot Biopsy Forceps 

1. Safety of Endoscopic Equipment High Frequency Surgical Equipment 
 

The EndoChoice Hot Biopsy Forceps was tested by  
 for compliance with IEC 60601-2-2: 2009 Medical Electrical Equipment, Part 2-

2:  Particular requirements for the Safety of High Frequency Surgical Equipment; and for 
compliance with IEC 60601-2-18: 2009 Medical electrical equipment part 2:  Particular 
Requirements for the Safety of Endoscopic Equipment was completed.  

  The complete test 
report has been provided in attachment 17-1. 
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Performance Validation Plan 
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1. Overview and Diagram 
The EndoChoice Hot Biopsy Forceps is a single-use gastroenterology device for obtaining tissue samples 
or removing polyps endoscopically.  The forceps cup consists of  

  The 
device includes a plug for connection to an electrosurgical unit. See also Attachment  11-2 for 
engineering diagram. 

 

Figure 1 – Device Drawing 

 

 

2. Device Use 
Once the area of the tissue intended for removal has been visually identified, the forceps are introduced 
into the accessory channel of the endoscope.  After careful advancement through the channel (with the 
cup closed), the extended forceps are brought to the tissue site and the cup is opened using the handle 
(figure 2, below).  The electrosurgical unit must be connected and settings prepared in accordance with 
manufacturer’s instructions at this time.   

The user applies slight pressure on the handle to close the forceps on the tissue intended for removal, 
the electrosurgical unit is activated, and the tissue is gently withdrawn from the mucosal wall.  Once the 
tissue is resected, electrocautery is de-activated and the user, maintaining gentle handle pressure to 
keep the cups closed around the removed tissue, withdraws the forceps from the channel.   
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Figure 2 – Operation of the sliding handle 

 

 

3. Materials 
 

A list of all materials used in the construction of the EndoChoice Hot Biopsy Forceps is found in 
attachment 11-1.  Patient contacting areas of the device include the forceps cups and the exterior 
sheath of the insulated catheter.  Other exterior components include the handle and the plug.  A 
summary of the exterior materials is tabulated below.  

Component Material Description Type of Contact 
Cup jaws 

Catheter exterior 

Handle, slide block, plug housing 
Conductive plug 
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4. Other Specifications 
 

Forceps cup 

• Diameter  
• Jaw Span:    
•  

Catheter tube 

• Length:  2300 mm 
• Diameter  
• Minimum biopsy channel diameter:  2.8 mm 

Electrical – High Frequency Voltage Ratings  

•  
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1. Introduction 
The EndoChoice Hot Biopsy Forceps is an external communicating device in contact with tissue/bone for 
less than 24 hours duration.  Based on ODE General Program Memorandum #G95-1 (1995), entitled Use 
of International Standard ISO 10993, “Biological Evaluation of Medical Devices Part 1:  Evaluation and 
Testing,” the following tests apply: 

Note:  The test item in each case is the final sterilized device.  T
 

2. Testing Summary 
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