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Organizational Elements 
  

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

Yes No

1)  Submission contains a Table of Contents

2)  Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling section, etc.)

3)  All pages of the submission are numbered. 

4)  Type of 510(k) is identified (i.e., traditional, abbreviated, or special)

Comments?
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

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

- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

A. Administrative

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

2) Submission identifies the following (such as in CDRH Premarket Review Submission Cover Sheet 
(Form 3514) or 510(k) cover letter):

 a) Device trade name or proprietary name

 b) Device common name

 c) Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale for that conclusion

Comments? Pages 5 to 10, Page 17

3) Submission contains Indications for Use Statement with Rx and/or OTC designation (see also 21 
CFR 801.109). 

Comments? Page 14

4) Submission contains 510(k) Summary or 510(k) Statement

 a) Summary contains all elements per 21 CFR 807.92 (See also 510(k) Summary Checklist)

 b) Statement contains all elements per 21 CFR 807.93

Comments? Pages 17 to 18

5) Submission contains Truthful and Accuracy Statement per 21 CFR 807.87(k) See recommended format

Comments? Page 19

6) Submission contains Class III Summary and Certification. See recommended content. 

Comments? Page 21

7) If submission references use of a national or international standard as part of demonstration of 
substantial equivalence, submission contains Standards Data Report for 510(k)s (Form 3654) or 
includes detailed information about how and the extent to which the standard has been 
followed. 

Comments? Page 72

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

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

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

- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

 a) If there were prior submissions, the submitter has identified where in the current 
submission any issues related to a determination of substantial equivalence outlined in 
prior communications are addressed. For additional information regarding the Pre-
Submission process, please refer to the Draft Guidance “Medical Devices: The Pre-
Submission Program and Meetings with FDA Staff.”  Once finalized, this guidance will 
represent the Agency's current thinking on this topic.

Comments? Page 22

B. Device Description

9)

 a) If there are requirements regarding the device description, such as special controls, in a 
device-specific regulation that are applicable to the device, the submission includes 
device description information to establish that the submitter has followed the device-
specific requirement. 

 b) If there is a device-specific guidance, other than a special controls guidance document, 
applicable to the device, the submission includes device description information to 
establish that the submitter has addressed the recommendations or otherwise has met 
the applicable statutory or regulatory criteria through an alternative approach. 

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

 a) A description of the principle of operation and mechanism of action for achieving the 
intended effect.

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

 c) A list and description of each device for which clearance is requested. 

Comments? Pages 22 to 30

11) A description of all device modification(s) including rationale for each modification.

Comments? Pages 22 to 23, Pages 26 to 30

12) Submission contains representative engineering drawing(s), schematics, illustrations and/or 
figures of the device that are clear,  legible, labeled, and include dimensions.

Comments? Page 24

13) If device is intended to be marketed with multiple components, accessories, and/or as part of a 
system

C. Substantial Equivalence Discussion

14) Submitter has identified a predicate device.
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

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

- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

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

For predicates that are preamendments devices, information is provided to document 
preamendments status. Information regarding documenting preamendment status is 
available online. 

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

Comments? Page 22

15) Submission includes a comparison of the following for the predicate(s) and subject device

 a) Indications for Use

 b) Technology, including features, materials, and principles of operation

Comments? Pages 26 to 30

16) Submission includes an analysis of why any differences between the subject device and 
predicate(s) do not render the device NSE (e.g., does not constitute a new intended use; and any 
differences in technological characteristics are accompanied by information that demonstrates 
the device is as safe and effective as the predicate and do not raise different questions of safety 
and effectiveness than the predicate ), affect safety or effectiveness, or raise different questions 
of safety and effectiveness (see section 513(i)(1)(A) of the FD&C Act and 21 CFR 807.87(f))

Comments? Page 27

D. Design Control Activities

17) Design Control Activities Summary includes all of the following:

 a) Identification of Risk Analysis methods(s) used to assess the impact of the modification 
on the device and its components AND the results of the analysis.

 b) Based on the Risk Analysis, an identification of the verification and/or validation 
activities required, including methods or tests used and acceptance criteria.

 c) Declaration of conformity with design controls, including: 

All 3 must be present to answer “Yes.” 

i. Statement that all verification and validation activities were performed by designated 
individuals and results demonstrate that predetermined acceptance criteria were 
met. 

ii. Statement that manufacturing facility is in conformance with design control 
procedure requirements as specified in 21 CFR 820.30. 

iii. Statement is signed by the individual responsible for these activities.

Comments? Page 33, Pages 67 to 68
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Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

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

- Any “No” answer will result in a “Refuse to Accept” decision. 
- Each element on the checklist should be addressed within the submission. An applicant may 
provide a rationale for omission for any criteria that are deemed not applicable. If a rationale is 
provided, the criteria is considered Present (Yes). An assessment of the rationale will be considered 
during the review of the submission. 

Yes No N/A Comment

E. Proposed Labeling (see also 21 CFR part 801)

18) Submission includes proposed package labels and labeling (e.g., instructions for use, package 
insert, operator's manual) that include a description of the device, its intended use, and the 
directions for use. 

 a) All changes in proposed labeling resulting from device modification(s) are highlighted 
or prominently identified. 

Comments? Pages 37 to 55

19) Statement that the intended use of the modified device, as described in the labeling, has not 
changed as a result of the modification(s).

Comments? Page 22
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Section 1: Medical Device User Fee Cover Sheet (Form FDA 3601) 

 
The Medical Device User Fee Cover Sheet  for this device is provided on the 
following page. 
 

(b)(4)
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Section 2: CDRH Premarket Review Submission Cover Sheet (Form FDA 3514) 
 
The CDRH Premarket Review Submission Cover Sheet for the device is provided on the 
following pages. 
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Supplement

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval 
OMB No. 0910-0120 
Expiration Date: December 31, 2013 
See PRA Statement on page 5.

Date of Submission

(If Yes, please complete Section I, Page 5)

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City

Contact Name

Contact E-mail Address

Company / Institution Name

Contact Title

ZIP/Postal CodeState / Province

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (including area code)

City

Contact Name

Contact E-mail Address

Evaluation of Automatic 
Class III Designation 

(De Novo)

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

FORM FDA 3514 (1/13)

PMA PMA & HDE Supplement

Establishment Registration Number (if known)

Original Submission

PDP 510(k)

Other SubmissionHumanitarian Device 
Exemption (HDE)

Amendment

Class II Exemption Petition

Original Submission

Additional Information

Original Submission Original Submission

Additional Information

Original Submission
Amendment

No

Supplement

SUBMITTER, APPLICANT OR SPONSOR

IDE

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION

Report Amendment

TYPE OF SUBMISSION

State / Province ZIP Code Country

Country

Additional Information

Other 
(describe submission):

Contact Title

FDA Submission Document Number (if known)User Fee Payment ID Number

513(g)

Notice of Completion

Amendment to PDP

Original PDPRegular (180 day)

Special

Panel Track (PMA Only)

30-day Supplement

30-day Notice

135-day Supplement

Real-time Review

Abbreviated (Complete 
section I, Page 5)

Special

Traditional

Original Submission:

Modular Submission

Other

Amendment

Report

Report Amendment

Premarket Report

Licensing Agreement Third Party

Amendment to PMA & 
HDE Supplement

Company / Institution Name

Have you used or cited Standards in your submission?

Report

Yes

05/15/2015

Ethicon Endo-Surgery, LLC 3005075853

N/A

475 Calle C

Guaynabo Puerto Rico 00969 USA

Senior Director, Quality Operations

bgodwin@its.jnj.comSenior Regulatory Affairs Associate

Brian Godwin

USA45242OHCincinnati

(513) 337-26234545 Creek Road

N/A (513) 337-7623

Ethicon Endo-Surgery, Inc. 

SECTION A 

SECTION C

SECTION B

PSC Publishing Services (301) 443-6740          EF

Request for Feedback

Informational Meeting

Study Risk Determination

Pre-Submission

Day 100 Meeting

Agreement Meeting

Determination Meeting

Submision Issue Meeting

Other (specify):

(b)(4)

(b)(4)

(b)(4)

(b)(6)

(b)(4) 
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Additional or Expanded Indications

Request for Applicant Hold

Withdrawal

Post-approval Study Protocol

Request to Remove or Add Manufacturing Site

Request for Extension

Request for Removal of Applicant Hold

New Device

Manufacturing Packaging

Sterilization

Other (specify below)

Post-approval Study

Packager

Process change:

Response to FDA correspondence: Change of Applicant Address

Location change:

Sterilizer

Manufacturer

New Indication

Request Hearing

Other Reason (specify):

Adverse Reaction

Device Defect

Amendment

Change in design, component, or 
 specification:

Report Submission:

Annual or Periodic

Color Additive

Material

Software / Hardware

Change in Ownership

Change in Correspondent

Specifications

Other (specify below)

Labeling change:

Indications

Performance Characteristics

Instructions

Shelf Life

Trade Name

Other (specify below)

Other Reason (specify):

Change in TechnologyNew Device

REASON FOR APPLICATION - PMA, PDP, OR HDE

REASON FOR SUBMISSION - 510(k)

FORM FDA 3514 (1/13)

REASON FOR APPLICATION - IDE

New Device

Expansion / Extension of Study

IRB Certification

Addition of Institution

Termination of Study

Withdrawal of Application

Continued Access

Unanticipated Adverse Effect

Compassionate Use Request

Treatment IDE

Notification of Emergency Use

Change in:

Design / Device

Informed Consent

Correspondent / Applicant

Manufacturer

Protocol - Feasibility

Protocol - Other

Manufacturing Process

Response to FDA Letter Concerning:

Sponsor

Deemed Approved

Deficient Final Report

Conditional Approval

Site Waiver Report

Current Investigator

Annual Progress Report

Report submission:

Deficient Progress Report

Disapproval

Request Extension of 
Time to Respond to FDA

Deficient Investigator Report

Request Meeting

Final

Other Reason (specify):

Additional or Expanded Indications

SECTION D1 

SECTION D3 

SECTION D2 
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Trade or Proprietary or Model Name510(k) Number

Product codes of devices to which substantial equivalence is claimed

5

Manufacturer

Information on devices to which substantial equivalence is claimed (if known)

1

PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

2

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification name

Trade or Proprietary or Model Name for This Device

3

Model Number

3

FDA document numbers of all prior related submissions (regardless of outcome)

8

2

9

3

10

Data Included in Submission
Laboratory Testing Animal Trials Human Trials

Device ClassProduct Code C.F.R. Section (if applicable)

Classification Panel

Indications (from labeling)

Class I Class II

Class III Unclassified

Summary of, or statement concerning, 
safety and effectiveness information

510 (k) summary attached

510 (k) statement

ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

FORM FDA 3514 (1/13)

7

3

4

8

4

2

3

6

2

7

1

11

5

12

6

3

1 1

4

5

6

4

5

6

2

3

1

4

5

6

4

1

2

5

4

1

2

5

LFL

K133314 HARMONIC® Focus Shears + Adaptive Tissue 
Technology

Ethicon Endo-Surgery, LLC

Classification Name: Instrument, Ultrasonic Surgical 

HARMONIC® Focus Long Shears + Adaptive Tissue Technology HAR17F

LFL Unassigned

General and Plastic Surgery

The HARMONIC FOCUS® Long Shears + Adaptive Tissue Technology are indicated for soft tissue incisions when bleeding control and minimal thermal injury are 
desired. The instrument can be used as an adjunct to or substitute for electrosurgery, lasers, and steel scalpels in general, otorhinolaryngologic (ENT), plastic, pediatric, 
gynecologic, urologic, exposure to orthopedic structures (such as spine and joint space) and other open procedures.

SECTION F 

SECTION G 
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UTILIZATION OF STANDARDS

FORM FDA 3514 (1/13)

Standards 
Organization

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

The burden time for this collection of information is estimated to average 0.5 hour 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:

This section applies only to requirements of the Paperwork Reduction Act of 1995. 
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
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.

7

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized 
Standard" statement. 

1

2

3

4

5

6

DateStandards No. Standards Title Version

Standards 
Organization

DateStandards No. Standards Title Version

Standards 
Organization

Standards 
Organization

DateStandards No. Standards Title Version

Standards 
Organization

DateStandards No. Standards Title Version

Standards 
Organization

DateStandards No. Standards Title Version

Standards 
Organization

DateStandards No. Standards Title Version

DateStandards No. Standards Title Version

60601-1 IEC IEC 60601-1:2005, Medical Electrical Equipment - Part 1: General 
Requirements for Basic Safety and Essential Performance

2005

12/1/2005

60601-1-2 IEC IEC 60601-1-2:2007, Medical Electrical Equipment - Part 1-2: 
General Requirements for Safety - Collateral Standard: 
Electromagnetic Compatibility 

2007

3/1/2007

10993-7
AAMI ANSI ISO

ISO 10993-7:2008, Biological Evaluation of Medical Devices - Part 
7: Ethylene Oxide Sterilization Residuals

2008

12/10/2008

EN ISO 
11135-1:2014 AAMI ANSI ISO

11135:2014, Medical Devices - Validation & Routine Control of 
Ethylene Oxide Sterilization

2014

7/15/2014

10993-1
AAMI ANSI ISO

ISO 10993:2009, Biological evaluation of medical devices - Part 1: 
Evaluation and testing within a risk management process

2009

10/15/2009
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Section 3: 510(k) Cover Letter 
 
The signed cover letter for this submission is provided on the following pages. 
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Section 4: Indications for Use Statement (FDA Form 3881) 
 
The Indications for Use Statement for the proposed device is provided on the following page.  
.
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FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (301) 443-6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120

Expiration Date: January 31, 2017

See PRA Statement below.

510(k) Number (if known)

Device Name
HARMONIC FOCUS® Long Shears + Adaptive Tissue Technology

Indications for Use (Describe)
The HARMONIC FOCUS® Long Shears + Adaptive Tissue Technology are indicated for soft tissue incisions when 
bleeding control and minimal thermal injury are desired. The instrument can be used as an adjunct to or substitute for 
electrosurgery, lasers, and steel scalpels in general, otorhinolaryngologic (ENT), plastic, pediatric, gynecologic, urologic, 
exposure to orthopedic structures (such as spine and joint space) and other open procedures.

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) 

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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Section 5: 510(k) Summary or 510(k) Statement 
 
The 510(k) Summary of Safety and Effectiveness Information for the proposed device is on the 
following pages.   

 

Records processed under FOIA Request # 2015-6305; Released by CDRH on 12-03-2015

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



Ethicon Endo-Surgery, LLC   HARMONIC FOCUS® Long Shears + Adaptive Tissue Technology 
510(k) Premarket Notification (Special) 
 

 

510(k) Summary 
 
Company Ethicon Endo-Surgery, LLC 
  475 Calle C 
  Guaynabo, PR 00969 
 
Contact Brian Godwin, RAC 
  Senior Regulatory Affairs Associate 
  Ethicon Endo-Surgery, Inc. 
  4545 Creek Road 
  Cincinnati, OH 45242 

Telephone: (513) 337-3623 
  Fax: (513) 337-4366 
  Email: bgodwin@its.jnj.com 
 
Date Prepared 15 May 2015 
 
Device Name   

Trade Name:    HARMONIC FOCUS® Long Shears + Adaptive Tissue Technology 
Common Name:   Instrument, Ultrasonic Surgical 
Model Number:  HAR17F 
 
Classification Name 

Instrument, Ultrasonic Surgical (Unassigned, Product Code LFL) 

Predicate Device 

HARMONIC FOCUS® Shears + Adaptive Tissue Technology, cleared under K133314 on 
03 December 2013 

Device Description 

The HARMONIC FOCUS+ Long Shears is a sterile, single patient use instrument consisting of a 
soft grip scissor handle housing assembly with two hand controls (MIN for minimum power 
level and MAX for maximum power level). The instrument has a curved blade and clamp arm 
with teflon pad. Measured from the blade tip to the MAX hand control power button, the 
instrument is 17 cm in length with a 16 mm active blade length. The HARMONIC FOCUS+ 
Long Shears instrument allows for the cutting and coagulation of vessels up to and including 
5 mm in diameter. 

Indications for Use 

The HARMONIC FOCUS Long Shears + Adaptive Tissue Technology are indicated for soft 
tissue incisions when bleeding control and minimal thermal injury are desired. The instrument 
can be used as an adjunct to or substitute for electrosurgery, lasers, and steel scalpels in general, 
otorhinolaryngologic (ENT), plastic, pediatric, gynecologic, urologic, exposure to orthopedic 
structures (such as spine and joint space) and other open procedures. 
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Technological Characteristics 

The subject and predicate devices use the same ultrasonic technology to perform their intended 
use. Both devices use the HPBLUE handpiece to convert electrical energy into ultrasonic 
vibration.  

The ergonomic differences between the subject and predicate devices are attributable to the 
respective design of each. Additionally, the subtle difference in the blade frequency upper bound 
is due to the increased blade length and has no clinical relevance with regards to tissue effect. 
These differences were found to not affect safety or effectiveness via design verification 
activities. 

Performance Data 

Ex-vivo tests were performed to ensure that the subject device performs as intended and meet 
design specifications. Device performance was assessed against the design requirements, and 
included process verification, design verification, and design validation. 

Clinical Studies 

This premarket notification does not rely on human clinical trial data to demonstrate substantial 
equivalence. 

Conclusion 

This modification of the predicate device revealed no new issues of safety or efficacy as 
demonstrated through design validation and verification studies. The HARMONIC Focus Long 
Shears + Adaptive Tissue Technology are as safe and effective and perform as well as the 
identified legally marketed predicate devices for cutting and coagulating soft tissue and sealing 
vessels up to 5 mm in diameter, as measured in situ. 
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Section 6: Truthful and Accuracy Statement 
 
The Truthful and Accuracy Statement for this submission is provided on the following page. 
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Section 7: Class III Summary and Certification  
 
This section does not apply; the Ethicon HARMONIC® Focus Long Shears + Adaptive Tissue 
Technology is a Class II device. 
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(b)(4) Schematic Drawings
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(b)(4) Schematic Drawings
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Section 10: Labeling 

This section contains the draft device labels and Instructions for Use (IFU) for the Ethicon 
Endo-Surgery HARMONIC FOCUS Long Shears + Adaptive Tissue Technology.  

The labeling contained in this section includes: 

 Subject Device (HAR17F) 

o Figure 10-1 Draft Tyvek Label 

o Figure 10-2 Draft Carton Label 

o Draft Instructions for Use 

 Predicate Device (HAR9F) Instructions for Use (for reviewer convenience) 

 

Records processed under FOIA Request # 2015-6305; Released by CDRH on 12-03-2015

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



Ethicon Endo-Surgery, LLC   HARMONIC FOCUS® Long Shears + Adaptive Tissue Technology 
510(k) Premarket Notification (Special) 
 

35 
15 May 2015 
Confidential 

 

 

 
 

Figure 10-1: Draft Tyvek Label – HAR17F   
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Figure 10-2: Draft Carton – HAR17F 
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Instructions for Use – HAR17F 
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Please read all information carefully.

Failure to properly follow the instructions may lead to serious surgical consequences, such as failure 
to ligate.

Important: This package insert is designed to provide instructions for use of the HARMONIC FOCUS® Long 
Shears + Adaptive Tissue Technology. It is not a reference to ligation techniques. 

HARMONIC, HARMONIC FOCUS and ULTRACISION are trademarks of Ethicon Endo-Surgery.

HARMONIC FOCUS® Long Shears + Adaptive Tissue Technology

Ciseaux HARMONIC FOCUS® + Technologie Tissulaire Adaptive

HARMONIC FOCUS® Koagulationsschere + Adaptive Tissue Technology

Forbici HARMONIC FOCUS® + tecnologia adattativa al tessuto

Tesoura HARMONIC FOCUS® + Tecnologia Tecidual Adaptável

Cizallas HARMONIC FOCUS® + Tecnología adaptativa tisular

HARMONIC FOCUS®-schaar + adaptieve weefseltechnologie

HARMONIC FOCUS® saks + adaptiv vævsteknologi

HARMONIC FOCUS® -sakset + mukautuva kudostekniikka

Ψαλίδι HARMONIC FOCUS® + Προσαρμοζόμενη τεχνολογία ιστού

HARMONIC FOCUS® sax + adaptiv vävnadsteknologi

Nożyce HARMONIC FOCUS® + adaptacyjna technologia tkankowa

HARMONIC FOCUS® metsző + adaptív szövettechnológia

Nůžky HARMONIC FOCUS®+ s adaptivní tkáňovou technologií

Nožnice HARMONIC FOCUS®+ s adaptívnou tkanivovou technológiou

HARMONIC FOCUS®  + 

Instructions, Instructions, Gebrauchsanweisung, Istruzioni, Instruções, Instrucciones, Instructies, Brugervejledning, Ohjeet, 

Οδηγίες, Anvisningar, Instrukcje, Utasítások, Návod k použití, Návod na použitie, 
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Indications
The HARMONIC FOCUS® Long Shears + Adaptive Tissue Technology are indicated for soft tissue 
incisions when bleeding control and minimal thermal injury are desired. The instrument can be used as an 
adjunct to or substitute for electrosurgery, lasers, and steel scalpels in general, otorhinolaryngologic (ENT), 
plastic, pediatric, gynecologic, urologic, exposure to orthopedic structures (such as spine and joint space) 
and other open procedures. 

Contraindications
• The instrument is not indicated for incising bone.
• The instrument is not intended for contraceptive tubal occlusion.
 
Warnings and Precautions

• Federal (USA) law restricts this device to sale by or on the order of a physician.
• Minimally invasive procedures should be performed only by persons having adequate training and 

familiarity with minimally invasive techniques. Consult medical literature relative to techniques, 
complications, and hazards prior to performance of any minimally invasive procedure.

• Minimally invasive instruments may vary from manufacturer to manufacturer. When minimally 
invasive instruments and accessories from different manufacturers are employed together in a 
procedure, verify compatibility prior to initiation of the procedure. 

• A thorough understanding of the principles and techniques involved in laser, electrosurgical, and 
ultrasonic procedures is essential to avoid shock and burn hazards to both patient and medical 
personnel and damage to the device or other medical instruments. Ensure that electrical insulation 
or grounding is not compromised. Do not immerse instruments in liquid unless the instruments are 
designed and labeled to be immersed.

• Verify compatibility with generators. HARMONIC FOCUS+ Long Shears are compatible only with 
Ethicon Endo-Surgery Generator G11 (GEN11) software version 2013_1 or later. Software revision can 
be found under “System Information” in the Generator G11 (GEN11) “Settings” Menu. Refer to the 
Generator G11 (GEN11) Operator’s Manual for more information. 

• Audible high-pitched ringing, resonating from the blade or Hand Piece, are an abnormal condition and 
an indicator that the blade or hand piece is not operating properly. The ringing may be an indicator 
that the hand piece is beyond its useful life or that the blade has not been attached properly, which may 
result in abnormally high shaft temperatures and user or patient injury. 

• In case of system failure, ensure the availability of the appropriate back-up equipment relevant to the 
specific procedure.

• Blood and tissue buildup between the blade and shaft may result in abnormally high temperatures at 
the distal end of the shaft. To prevent burn injury, remove any visible tissue buildup at the distal end 
of the shaft.

• As with all energy sources (Electrosurgery, Laser, or Ultrasound), there are concerns about the 
carcinogenic and infectious potential of the by-products, such as tissue smoke plume and aerosols. 
Appropriate measures such as protective eyewear, filtration masks, and effective smoke evacuation 
equipment should be used in both open and laparoscopic procedures.

• Do not attempt to bend, sharpen, or otherwise alter the shape of the blade. Doing so may cause 
blade failure and user or patient injury.

• To avoid user or patient injury in the event that accidental activation occurs, the instrument blade, 
clamp arm, and distal end of the shaft should not be in contact with the patient, drapes, or flammable 
materials while not in use.

• During and following activation in tissue, the instrument blade, clamp arm, and distal portion of 
the shaft may become hot. Avoid unintended contact with tissue, drapes, surgical gowns, or other 
unintended sites at all times.

• Incidental and prolonged activation against solid surfaces, such as bone, may result in blade heating 
and subsequent blade failure, and should be avoided.
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blade length. The HARMONIC FOCUS®+ Long Shears instrument allows for the cutting and coagulation of 
vessels up to and including 5 mm in diameter.

Each HARMONIC FOCUS+ Long Shears instrument is packaged with one sterile, single patient use, 
disposable purple torque wrench. Use only the purple torque wrench with the HARMONIC FOCUS+ Long 
Shears instrument. The torque wrench should not be discarded until the completion of the surgical case.  Do 
not attempt to sterilize the disposable torque wrench.  

The two dashes on the instrument are intended to represent relative vessel size. The MAX  button is 
typically used for smaller vessels where cutting speed is fastest.  The MIN  button is typically used in 
slightly larger vessels and has reduced cutting speed. It is indicated for vessels up to 5 mm in size. Adaptive 
Tissue Technology provides the generator with the ability to identify and monitor the instrument during use, 
which enables the generator to modulate and decrease its power output as well as provide audible feedback 
to the user as appropriate. 

The HARMONIC FOCUS®+ Shears is designed for use exclusively with the Generator G11 (GEN11) software 
version 2013_1 or later and HARMONIC® Blue Hand Piece, packaged separately. Software revision can be 
found under “System Information” in the Generator G11 (GEN11) “Settings” Menu. Refer to the Generator 
G11 (GEN11) Operator’s Manual for more information. 

Refer to the Instructions for Use of the HARMONIC Blue Hand Piece and Test Tip (TTBLUE) for 
instructions regarding the hand piece.

Illustration and Nomenclature (Illustration 1)
1. Torque Wrench
2. Blade 
3. Clamp Arm and Tissue Pad 
4. Handle Housing
5. Finger Rings
6. Finger Ring Rests
7. MIN Hand Control (proximal)
8. MAX Hand Control (distal)
9. Hand Piece (not included)

Transport and Storage Conditions
Temperature: -22°C to +60°C
Relative Humidity: 10–80%

Instructions for Use
Verify compatibility of all instruments and accessories prior to using the instrument (refer to Warnings 
and Precautions).
The hand piece and test tip, packaged separately, are shipped non-sterile and must be sterilized per the insert 
instructions prior to each use. 

Assembly
1 Using aseptic technique, remove the instrument from the package. To avoid damage, do not flip the 

instrument into the sterile field.
2 While holding the hand piece, attach the instrument by rotating it onto the hand piece in a clockwise 

rotation as viewed from the distal end of the instrument (finger tight only) (Illustration 2).
3 Use the purple torque wrench to tighten the instrument onto the hand piece. Turn the wrench clockwise 

while holding the hand piece until it clicks twice, indicating that sufficient torque has been applied 
to secure the instrument (Illustration 3). In the event that the torque wrench must be re-positioned on 
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• Thermal influences such as fluids or minimal to no tissue in the jaws may affect the presence 
or timing of the tone change.

• The tone change does not provide confirmation of tissue effect.  When the second tone is 
heard, the situation should be assessed and the intended surgical action completed, such as 
gradual application of tension to facilitate transection.

• The secondary activation tone change is not a substitute for surgical experience.
 WARNING: Avoid accidental contact with other instruments during use. Scratches on the blade may 

lead to premature blade failure.
7 Close the clamp arm and insert the instrument through the incision. Use the HARMONIC FOCUS+ 

Long Shears for dissection, grasping, coagulation, and cutting between the blade and clamp arm. Use 
the top of the blade with the jaws open if using for backcutting. 

 Caution: Do not use finger ring rests to extend reach during procedure, as this could result in poor 
vessel sealing and unstable positioning of the instrument (Illustration 9).

 WARNING: Keep the jaws of the device open when backcutting or while the blade is active 
without tissue between the blade and tissue pad, to avoid damage to the tissue pad, and increased 
blade, clamp arm, and distal shaft temperatures.

Disassembly
1 Turn the generator OFF at the power switch.
2 Close the clamp arm and place the purple torque wrench over the distal end of the instrument. 
3 While holding the hand piece, loosen the instrument by turning the torque wrench counterclockwise. 

Continue to loosen by turning the instrument manually to completely unscrew it from the hand piece.
4 Remove the torque wrench from the instrument. Dispose of the instrument and the torque wrench in an 

appropriate container. 

How Supplied
The HARMONIC FOCUS+ Long Shears and purple torque wrench are supplied sterile for single patient 
use. Discard after use.
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For use with Blue Hand Piece only. 
 Utilisable uniquement avec une poignée de 
connexion Bleue.
Nur für den Einsatz in Verbindung mit dem 
blauen Handstück.
Da usarsi solo con il manipolo blu.
Para ser utilizado apenas com a peça de mão azul.
Para utilizar con el mango transductor azul 
únicamente.
Uitsluitend voor gebruik met het blauwe handstuk.
Kun til brug med det blå håndstykke.
Tarkoitettu käytettäväksi ainoastaan sinisen 
kahvaosan kanssa.
Για χρήση αποκλειστικά με την μπλε χειρολαβή.
Endast för användning med blå kopplingsenhet.
Do użytku wyłącznie z niebieską rączką.
Kizárólag a kék kézidarabbal használható.
Pouze pro použití s modrým nástavcem.
Iba na použitie s modrou rukoväťou.

Dispose of properly.
Éliminer de façon appropriée.
Ordnungsgemäß entsorgen. 
Eliminare a norma.
Elimine correctamente.
Desechar adecuadamente.
Op de geschikte wijze afvoeren.
Bortskaffes på korrekt vis.
Hävitä asianmukaisesti.
Απορρίψτε με τον ενδεδειγμένο τρόπο.
Kassera på lämpligt sätt.
Usunąć w odpowiedni sposób.
Megfelelő módon helyezze hulladékba.
Zlikvidujte předepsaným způsobem.
Riadne zlikvidujte.
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Sterilized by Ethylene Oxide
Stérilisé à l’oxyde d’éthylène.
Stérilité garantie si l’emballage n’a pas été ouvert ou endommagé. Ne pas restériliser.
EO-sterilisiert.
Nicht ver wenden, wenn die Sterilverpackung geöffnet oder beschä digt ist. Nicht 
resterilisieren.
Sterilizzato ad ossido di etilene.
Sterilità garantita, a meno che la confezione non venga aperta o danneggiata. 
Non risterilizzare.
Esterilização por óxido de etileno.
Esterilização garantida excepto se a embalagem estiver aberta ou danificada. 
Não reesterilizar.
Esterilizado por óxido de etileno.
Esterilización garantizada mientras el envase esté íntegro. No reesterilizar.
Gesteriliseerd met ethyleenoxide.
Ste ri liteit gega ran deerd tenzij de ver pak king is geopend of bescha digd. Niet 
opnieuw steriliseren.
Steriliserede med ethylenoxid.
Garanteret sterilt, med mindre pakken er åbnet eller beskadiget. Må ikke gensteriliseres.
Steriloitu etyleenioksidilla.
Tuote on steriili, kun pakkaus on avaamaton ja ehjä. Ei saa steriloida uudestaan.
Αποστειρωμένα με αιθυλενοξείδιο.
Η στειρότητα είναι εγγυημένη εφόσον δεν ανοιχθεί η συσκευασία ή δεν προκληθεί 
ζημιά σε αυτήν. Μην επαναποστειρώνετε.
Steriliserade med etylenoxid.
Steriliteten garanteras under förutsättning att förpackningen inte är öppnad eller skadad. 
Får ej omsteriliseras.
Produkt sterylizowany tlenkiem etylenu.
Jałowość gwarantowana pod warunkiem, że opakowanie nie zostało otwarte lub 
uszkodzone. Nie sterylizować ponownie.
Etilén-oxiddal sterilizálva.
A sterilitása addig garantálható, amíg ki nem nyitják, illetve meg nem sérül a 
csomagolás. Tilos újra sterilizálni.
Sterilizováno etylenoxidem.
Sterilnost je zaručena, pokud balení není otevřené nebo poškozené. Nástroj znovu 
nesterilizujte.
Sterilizované etylén oxidom.
Sterilita je zarucená, ak nie je otvorený alebo poškodený obal. Neresterilizujte.
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Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize
Do Not Resterilize

Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
Do Not Use if Package is Damaged.
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Ethicon Endo-Surgery (Europe) GmbH
Hummelsbuetteler Steindamm 71
22851 Norderstedt
GERMANY

HAR17F

Ethicon Endo-Surgery, Inc.
4545 Creek Road
Cincinnati, OH 45242-2839 USA
1-877-ETHICON
+1-513-337-8901 (English)

Rev. 2014-XX-XX P000099P01

Ethicon Endo-Surgery, LLC     ©Ethicon Endo-Surgery, Inc.  2014
475 Calle C
Guaynabo,  PR 00969  USA
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Instructions for Use – HAR9F 
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Section 12: Form FDA 3674 
 

This section does not apply; this 510(k) submission does not reference any clinical trial.  

Per the FDA guidance document “Guidance for Sponsors, Industry, Researchers, Investigators, 
and Food and Drug Administration Staff - Certifications To Accompany Drug, Biological 
Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public 
Health Service Act, Added By Title VIII of The Food and Drug Administration Amendments 
Act of 2007”, FDA Form 3674 is not required for 510(k)s that do not refer to, relate to, or 
include information on or from a clinical trial. 
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Section 13: Form FDA 3654 
 
This section contains completed copies of Form FDA 3654 for the standards referenced in this 
510(k) submission.  The referenced standards include the following: 
 
 
IEC 60601-1:2005, Medical Electrical Equipment - Part 1: General Requirements for Basic 
Safety and Essential Performance 
 
IEC 60601-1-2:2007, Medical Electrical Equipment - Part 1-2: General Requirements for Safety 
- Collateral Standard: Electromagnetic Compatibility - Requirements and Tests (FDA 
Recognition Number 5-53) 
 
ANSI/AAMI/ISO 11135:2007, Medical Devices - Validation & Routine Control of Ethylene 
Oxide Sterilization 
 
ANSI/AAMI/ISO 11135:2014, Sterilization of health-care products – Ethylene oxide – 
Requirements for the development, validation and routine control of a sterilization process for 
medical devices 
 

ANSI/AAMI/ISO 10993-7:2008, Biological Evaluation of Medical Devices - Part 7: Ethylene 
Oxide Sterilization Residuals (FDA Recognition Number 14-76) 

 
AAMI/ANSI/ISO 10993-1:2009, Biological Evaluation of Medical Devices - Part 1: Evaluation 
and Testing within a Risk Management Process (FDA Recognition Number 2-156) 
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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], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

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 described; deviations from the 
standard; requirements not applicable to the device; and the name and 

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

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

#

Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

FORM FDA 3654  (1/14) Page 1 PSC Publishing Services (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.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

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

AAMI ANSI ISO 10993-7: 2008, Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals

14-278

Use of International Standard ISO-10993-7, "Biological Evaluation of Medical Devices Part 7:EO

Records processed under FOIA Request # 2015-6305; Released by CDRH on 12-03-2015

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



EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (1/14) 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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

AAMI ANSI ISO 10993-7:2008 Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals

1

2

Scope

Normative references

N/A, no deviations

N/A

Scope of ISO-10993-8, EO Residuals

EO Sterilized Product - EO residual allowable levels

N/A

N/A

3 Terminology and definitions

N/A

N/A

N/A
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (1/14) 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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

AAMI ANSI ISO 10993-7:2008 Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals

4

5

Requirements

Product release

Limited Exposure Devices - Simulated Use Extraction

Section 5.2 used - Release of products without dissipation curve data

Limited exposure devices and simulated use extraction method used

Refer to IFU for the device intended use; simulated extraction method use - 24 hours extraction

Simulated use extraction method to be used to qualify EO and ECH residuals after 24:00 hours heated aeration

Acceptable method for product release is based on Section 5.2 of the standard. Device to demonstrate EO and ECH levels below the 
specified limits in this guidance.

5.3 Procedure for product release using residue dissipation curves

Section of the Standard is being used for product release

Acceptable method - Section 5.2 is being used for product release

Standard permits for either method for product release - Section 5.2 is being used for this product. Limited exposure device will 
demonstrate acceptable EO and ECH residual levels per ISO 10993-7.
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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], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

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 described; deviations from the 
standard; requirements not applicable to the device; and the name and 

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

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

#

Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

FORM FDA 3654  (1/14) Page 1 PSC Publishing Services (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.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

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

ISO 11135-1: 2007, Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development

14-331

Use of International Std ISO-11135-1:2007 - Sterilization of health care product - Ethylene Oxide Part 1
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (1/14) 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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

ISO 11135-1: 2007, Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development

1

2

Scope

Normative references

Medical device terminally sterlized using EO.

N/A

Defines scope of guidance document and exclusions

N/A

Provides additional guidance references.

N/A

3 Terms and definitions

N/A

N/A

N/A
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (1/14) 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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

ISO 11135-1: 2007, Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development

4

5

Quality management systems

Sterilizing agent characterization

N/A

N/A

The contract sterilizer is certified to ISO 13485 and has procedures in place specifying requirements for documentation, 
management responsibility, purchasing of components, calibration and control of non-conforming product. 

ISO Certificate

Sterilizing agent characterization

EO and its anti-microbial effectiveness is well established and documented. Its use as a terminal sterilization method is common in 
the medical industry particularly with sensitive materials that are not gamma stable.  

6 Process and equipment characterization.

N/A

Process and equipment characterization.

Steris-Isomedix is an established production sterilizer, and the facility and equipment have been fully validated on an annual basis by 
Depuy Synthes, a J&J Company. The cycle utilized is identical to the established Depuy Synthes production cycle.  
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (1/14) 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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

ISO 11135-1: 2007, Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development

7

8

Product definition

Process definition

N/A

N/A

Product Definition

Product performance and microbiological quality will be tested.   Full sterilization validation activities for product adoption into the 
Depuy Synthes routine production cycle will be performed.  

Process Definition

The production EO cycle to be used to terminally sterilize the device (achieving an SAL 10^-6) is identical to the production cycle 
currently being used by Depuy Synthes devices, a J&J company. 

9 Validation

N/A

Validation

IQ/OQ activities were performed on the chamber/equiptment. The procedures to qualify, sustain & control, calibrate, and re-validate 
the EO are documented in the Qual System. Micro. and performance qualification will demonstrate the EO sterilization acceptability. 

Records processed under FOIA Request # 2015-6305; Released by CDRH on 12-03-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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STANDARD TITLE
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CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER
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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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

ISO 11135-1: 2007, Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development

10

11

Routine monitoring and control

Product release from sterilization

N/A

N/A

Routine Monitoring and Control

Each production sterilization cycle will be monitored to ensure all parameters meet the required specifications. 

Product Release from Sterilization

Each production sterilization cycle will be monitored to ensure all parameters meet the required specifications. Non-conformances 
will be handled through the Quality System.  

12 Maintaining process effectiveness

N/A

Maintaining Process Effectiveness

Bioburden will be routinely monitored on a quarterly basis.  All routine maintenance and calibration of EO sterilizing equipment will 
be performed and documented. Annual re-qualification will be completed.  Changes to the device will be evaluated.  
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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], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

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 described; deviations from the 
standard; requirements not applicable to the device; and the name and 

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

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

#

Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

FORM FDA 3654  (1/14) Page 1 PSC Publishing Services (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.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

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

AAMI ANSI ISO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk mngmnt process

2-156

FDA Bluebook Memorandum G95-1, Use of International Standard ISO 10993, "Biological Evaluation of
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* 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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

AAMI ANSI ISO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk mngmnt process

1

2

Scope, object and related standards

Normative references

3 Terminology and definitions
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* 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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

AAMI ANSI ISO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk mngmnt process

4

5

General principles applying to biological evaluation of medical devices

Categorization of medical devices

6 Biological evaluation process
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* 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.
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CONFORMANCE?
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CONFORMANCE?
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"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

AAMI ANSI ISO 10993-1 Biological evaluation of medical devices -- Part 1: Evaluation and testing within a risk mngmnt process

7 Interpretation of biological evaluation data and overall biological safety asses
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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], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

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 described; deviations from the 
standard; requirements not applicable to the device; and the name and 

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

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

#
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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.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

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

IEC 60601-1:2005, Medical Electrical Equipment - Part 1: General Requirements for Basic Safety and Essential Performance

N/A
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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.
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CONFORMANCE?
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"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

IEC 60601-1:2005, Medical Electrical Equipment - Part 1: General Requirements for Basic Safety and Essential Performance

1

2

Scope, object, and related standards

Normative references

3 Terminology and definitions
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"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
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The burden time for this collection of information is estimated to average 1 hour per response, including the time to review 
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information. Send comments regarding this burden estimate or any other aspect of this information collection, including 
suggestions for reducing this burden, to:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

IEC 60601-1:2005, Medical Electrical Equipment - Part 1: General Requirements for Basic Safety and Essential Performance

4

5

General requirements

General requirements for testing ME equiptment

6 Classification of ME equipment and ME systems
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Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov
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This section applies only to requirements of the Paperwork Reduction Act of 1995.

IEC 60601-1:2005, Medical Electrical Equipment - Part 1: General Requirements for Basic Safety and Essential Performance

7

8

ME equipment identifications, marking and documents

Protection against electrical hazards from ME equipment

9 Protection against mechanical hazards and ME equipment and ME systems
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This section applies only to requirements of the Paperwork Reduction Act of 1995.

IEC 60601-1:2005, Medical Electrical Equipment - Part 1: General Requirements for Basic Safety and Essential Performance

10

11

Protection against unwanted and excessive radiation hazards

Protection against excessive temperatures and other hazards

12 Accuracy of controls and instruments and protection against hazardous output
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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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

IEC 60601-1:2005, Medical Electrical Equipment - Part 1: General Requirements for Basic Safety and Essential Performance

13

14

Hazardous situations and fault conditions

Programmable electrical medical systems (PEMS)

15 Construction of ME equipment
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (1/14) 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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

IEC 60601-1:2005, Medical Electrical Equipment - Part 1: General Requirements for Basic Safety and Essential Performance

16

17

ME systems

Electromagnetic compatibility of ME equipment and ME systems
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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], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

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 described; deviations from the 
standard; requirements not applicable to the device; and the name and 

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

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

#

Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

FORM FDA 3654  (1/14) Page 1 PSC Publishing Services (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.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

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

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety and essential performance

5-53
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (1/14) 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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety and essential performance

1

2

Scope, object, and related standards

Normative references

3 Terminology and definitions
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (1/14) 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

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

IEC 60601-1-2:2007, Medical electrical equipment - Part 1-2: General requirements for basic safety and essential performance

4

5

General requirements

Identification, marking, and documents

6 Electromagnetic compatibility
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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], http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/Standards/default.htm

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 described; deviations from the 
standard; requirements not applicable to the device; and the name and 

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

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

#

Form Approved: OMB No. 0910-0120; Expiration Date: 1/31/2017

FORM FDA 3654  (4/14) PSC Publishing Services (301) 443-6740 EF

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

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

ANSI/AAMI/ISO 11135:2014, Medical Devices - Validation & Routine Control of Ethylene Oxide Sterilization

14-452

Use of International Std ISO-11135-1:2014 - Sterilization of health care product - Ethylene Oxide

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.

The online search for CDRH Guidance Documents can be found at  
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/default.htm

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
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

FORM FDA 3654 (4/14)

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

ANSI/AAMI/ISO 11135:2014, Medical Devices - Validation & Routine Control of Ethylene Oxide Sterilization

1

2

Scope

Normative references

3 Terms and definitions

"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." 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov

The burden time for this collection of information is estimated to average 1 hour 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:

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

This section applies only to requirements of the Paperwork Reduction Act of 1995.

Add page
Page 2 of 5
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

ANSI/AAMI/ISO 11135:2014, Medical Devices - Validation & Routine Control of Ethylene Oxide Sterilization

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

4
SECTION TITLE

Quality management systems
CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION NUMBER

5
SECTION TITLE

Sterilizing agent characterization
CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION NUMBER

6
SECTION TITLE

Process and equipment characterization
CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION NUMBER

7
SECTION TITLE

Product definition
CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

* 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.

FORM FDA 3654 (4/14) Add page
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

ANSI/AAMI/ISO 11135:2014, Medical Devices - Validation & Routine Control of Ethylene Oxide Sterilization

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

8
SECTION TITLE

Process definition
CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION NUMBER

9
SECTION TITLE

Validation
CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION NUMBER

10
SECTION TITLE

Routine control and monitoring
CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION NUMBER

11
SECTION TITLE

Product release from sterilization
CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

* 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.

FORM FDA 3654 (4/14) Add page
Page 4 of 5
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EXTENT OF STANDARD CONFORMANCE 
SUMMARY REPORT TABLE

STANDARD TITLE

ANSI/AAMI/ISO 11135:2014, Medical Devices - Validation & Routine Control of Ethylene Oxide Sterilization

CONFORMANCE WITH STANDARD SECTIONS*
SECTION NUMBER

12
SECTION TITLE

Maintaining process effectiveness
CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Yes No N/A

TYPE OF DEVIATION OR OPTION SELECTED ❖

DESCRIPTION

JUSTIFICATION

* 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.

FORM FDA 3654 (4/14) Page 5 of 5
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Attachment 1 

Complaint Analysis for Harmonic Focus Shears (FCS9) and 
Harmonic Focus Shears + Adaptive Tissue Technology 

(HAR9F) 
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