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Date: September XX, 2020 

Olympus reference: QIL 153-010 

 

 

FIELD SAFETY NOTICE 

 

INFORMATION ON ADVERSE EVENTS OBSERVED DURING POWERSPIRAL (PSF-1) PROCEDURES  

 

Attention:  Operating Room Manager, Risk Management Department 

 

  Model name Serial / Lot number 

(1) INTESTINAL VIDEOSCOPE OLYMPUS PSF-1  All 

(2) SINGLE USE POWERSPIRAL TUBE DPST-1 All 

 

Dear Health Care Practitioner, 

 

During the first 9 months from the launch of the PSF-1 Intestinal Videoscope in March 2019 to 

December 2019, 5 cases of GI- mucosal laceration or its perforation have been reported with no 

malfunction of the device. Olympus believes that the clinical condition of each patient prior to the 

procedure possibly contributed to a certain extent to each adverse event. 

In addition, Olympus has become aware about additional cases of laceration or perforation until July 

2020 which are currently still under investigation/evaluation by the manufacturer. The appropriate 

actions will be defined by the manufacturer depending on the outcome of the investigations. 

 

Olympus as the manufacturer of the mentioned devices confirms that the occurrence of these adverse 

events do not show an increased risk for patients, users or others and are within the expected range. 

The only purpose of this letter is to remind you to read the Instructions for Use carefully and to re 

check the “Contraindications” and “Precautions” mentioned in the Operation Manual in order to 

minimize risks for your patients and ensure a safe procedure with the product.  

Parts of the contraindications and precautions are shown on page 3 and 4. 

 

Additionally we would like to inform you that Olympus also added a new section to the “PowerSpiral 

Educational Web Contents” named “Patients with altered GI anatomy” showing some 

recommendations of the PowerSpiral Experts Group (PSEG). Please find an extract of the mentioned 

website section on page 5 of this letter. 

 

Further, Olympus updated the “PowerSpiral Educational Web Contents” (Web address: 

https://www.olympusprofed.com/gi/powerspiral/met/)” for user training to share detailed 

information on 5 adverse events that occurred within the first 9 months after the launch to point out 

again the importance of reading the IFU carefully. Please confirm that you took notice of the Web 

Contents by returning the Reply Form. 

Please note part of “PowerSpiral Educational Web Contents” related to the 5 cases are excerpted and 

shown on page 6. 
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Actions to be taken by the user: 

Our records indicate that your facility has purchased one or more of the above-referenced PSF-1 

Intestinal Videoscopes. Therefore, Olympus requires you to take the following actions: 

1. Carefully read the Instructions for Use including the “Contraindications” and “Precautions” 

immediately and review the “PowerSpiral Educational Web Contents”. 

2. Indicate on the enclosed Reply Form that you have received and understood this Field 

Safety Notice and the importance of following the Instructions for Use accompanied by the 

devices carefully by returning the completed Reply Form back to your Olympus 

representative (xxx) latest by XXXX.  

3. If you have further distributed this product, identify your customers, forward them this 

Field Safety Notice including the attachments and appropriately document your notification 

process and let us know accordingly.  

 

Olympus regrets any inconvenience caused and fully appreciates your prompt cooperation in 

addressing this situation. If you require additional information, please do not hesitate to contact 

Olympus directly at (XXX) XXX-XXXX from Monday till Friday or by e-mail at XXX. 

 

Yours Sincerely, 
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Part of “Contraindications” and “Precautions” from the “Important Information - Please Read 

Before Use” section of the PSF-1 Operation Manual 

 
As for the pre-existing patient condition, the instruction manual of the subject device describes 
following contraindications and precautions; 
 

Excerpt from P.2 and P.3 of PSF-1 Operation Manual (English Rev.06). 

 
 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Excerpt from P.8 of PSF-1 Operation Manual (Rev.06). 
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Excerpt from P.9 of PSF-1 Operation Manual (Rev.06). 
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Part of “Patients with altered GI anatomy” section of PowerSpiral Educational Web Contents 

 

Excerpt from PowerSpiral Educational Web Contents. 

Web address: https://www.olympusprofed.com/gi/powerspiral/met/ 

 Page information: Gastroenterology > PowerSpiral Enteroscopy > Procedure information > 

Antegrade Approach 

1-1. Patients with altered GI anatomy 

 

 

 

 

 

 

  

https://www.olympusprofed.com/gi/powerspiral/
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Part of “Reported Adverse Events” section of PowerSpiral Educational Web Contents 

 

Excerpt from PowerSpiral Educational Web Contents. 

Web address: https://www.olympusprofed.com/gi/powerspiral/met/ 

 Page information: Gastroenterology > PowerSpiral Enteroscopy > Procedure information > 

Reported Adverse Events 

2-2. Reported Adverse Events 

 

 

 

  

https://www.olympusprofed.com/gi/powerspiral/
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REPLY FORM – QIL 153-010 

 

FIELD SAFETY NOTICE 

INFORMATION ON ADVERSE EVENTS OBSERVED DURING POWERSPIRAL (PSF-1) PROCEDURES 

[Name & Address of Hospital/Medical Facility] 

 

 

 

 

 

[Dept/Attn] 

 

 

[Date] 

 

 

I herewith acknowledge the receipt of your Field Safety Notice (FSN) related to the PSF-1 Intestinal 

Videoscope. 

I understand the necessity to carefully follow the Instructions for Use and confirm that I have 

transferred the content of the attached FSN to all affected departments on which this action has an 

impact. 

Name (Signature) ___________________________________ 

Name (Print)          ___________________________________ 

Position   ___________________________________ 
 

Please fax this completed reply form to Olympus at [contact number] latest by XXXX 

 


