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KARL STORZ “Add to File” K946147 
Steiner Electromechanical Morcellator 

Cover Letter (including E-Copy Statement) 

 

 

May 20, 2016 
 
Food and Drug Administration 
Center for Devices and Radiological Health 
Office of Device Evaluation 
Document Mail Center (WO66-G609) 
10903 New Hampshire Avenue 
Silver Spring, Maryland  20993-0002 
 
 
Subject:  “Add to File” Supplement to 510(k) Premarket Notification for KSEA Steiner 

Electromechanical Morcellators cleared under K946147. 
 
Attn:  Division of Reproductive, Gastro-Renal, and Urological Devices (DRGUD) 

Obstetrics and Gynecology Devices Branch (OGDB) 
 
Dear Sir or Madam, 
 
An electronic copy has been included as part of this submission. The eCopy is an exact duplicate of the 
paper copy.   
 
In accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act (FDC Act), Karl Storz 
Endoscopy-America, Inc. hereby submits this “Add to File” supplement to 510(k) Notification K946147 
for the Steiner Electromechanical Morcellators.  
 
Common Name: Laparoscopic Powered Morcellator 
Proprietary Name: KSEA Steiner Electromechanical Morcellators 
510(k) Number: K946147 
Regulation Number: 21 CFR 884.1720 
Product Code: HET 
Device Class: Class II 
Review Panel: Obstetrics/Gynecology 
 
The Submitter of this 510(k) is KARL STORZ Endoscopy America Inc. (KSEA), located at 2151 E. 
Grand Avenue, El Segundo, CA 90245.  
 
The manufacturer of the Steiner Electromechanical Morcellator is KARL STORZ GMBH & CO. KG 
(Establishment Registration number: 9610617), located at Mittelstrasse 8, Tuttlingen Baden-
Wurttemberg, Germany 78532. 
 
The initial importer/distributor of the device is KARL STORZ Endoscopy America, Inc. Southbridge 
(KSEA, Establishment Registration number: 2020550), located at 15 Wells Street Southbridge, MA 
01550. 
 
On November 25, 2014, the FDA issued the Immediately in Effect Guidance Document: Product 
Labeling for Laparoscopic Power Morcellators.  In the guidance document, the FDA recommended that 
manufacturers of Laparoscopic Power Morcellators with a general indication or a specific gynecologic 
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indication prominently include the following Contraindications and Boxed Warning in their product 
labeling: 
 

CONTRAINDICATION: Laparoscopic power morcellators are contraindicated in gynecologic 
surgery in which the tissue to be morcellated is known or suspected to contain malignancy. 
 
CONTRAINDICATION: Laparoscopic power morcellators are contraindicated for removal of 
uterine tissue containing suspected fibroids in patients who are: 
 
• peri- or post-menopausal, or 
• candidates for en bloc tissue removal, for example, through the vagina or via a mini-

laparotomy incision. 
 

 
  
 
 
 
 
 
KARL STORZ has determined that the Steiner Electromechanical Morcellator originally cleared under 
510(k) K946147 with indications for use during general surgery endoscopic procedures, and 
gynecological endoscopic surgical procedures, including removal/morcellation of myomata falls within 
the scope of this guidance document.   
 
At this time, KARL STORZ is no longer distributing the Steiner Electromechanical Morcellator in the 
United States.  If at a future date KARL STORZ decides to reintroduce the product, an add-to-file with 
updated labeling will be submitted. 
 
If there are any questions regarding this submission, please contact: 
 
Contact Information:   Leigh Spotten 
    Director, Regulatory Affairs 
    Karl Storz Endoscopy-America, Inc. 
    2151 E. Grand Avenue 
    El Segundo, CA 90245-5017 
    Tel.: (424) 218-8738 
    Fax: (424) 218-8519 
    Email: Leigh.Spotten@karlstorz.com  
 
Sincerely, 
 

 
Leigh Spotten 
Director, Regulatory Affairs 

WARNING: Uterine tissue may contain unsuspected cancer. The use of laparoscopic 
power morcellators during fibroid surgery may spread cancer, and decrease the 
long-term survival of patients. This information should be shared with patients 
when considering surgery with the use of these devices. 
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X1. Contact Person

We believe that substantive information necessary to enable FDA to find the products subject
of this notification substantially equivalent with legally marketed devices has been provided in
this document. In the event that additional clarification or information is needed, please contact
Marika Anderson, Regulatory Affairs Specialist, KSEA, at 600 Corporate Pointe, Culver City,
CA. 90230; telephone: (310) 558-1500 Ext. 33 1, FAX: (310) 410-5519,

Best regards,

Marika Anderson
Regulatory Affairs Specialist
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