
      
 
 
 
 
 
 
 
 
 
 

PLC Medical Systems, Inc., (OTC: PLCSF) (PLC) is a medical device company focused on innovative technologies for the 
cardiac and vascular markets.  PLC's lead product, RenalGuard®, significantly reduces the onset of Contrast-Induced 
Acute Kidney Injury (CI-AKI) in at-risk patients undergoing certain cardiac and vascular imaging procedures.  CI-AKI 
results from toxic contrast dyes and occurs in 10% to 20% of at-risk patients.  RenalGuard is CE-marked and is being 
sold in Europe and certain countries around the world via a network of distributors. Two investigator-sponsored 
European studies have demonstrated RenalGuard's effectiveness at preventing CI-AKI. The RenalGuard pivotal study 
is underway in the U.S. to support a planned Premarket Approval filing with the U.S. Food and Drug Administration. 
 
 

 RenalGuard is commercially available via world-
class distribution partners, including ACIST, a 
subsidiary of Bracco Group, which is the leading 
provider of contrast agents.  ACIST has exclusive 
rights to distribute RenalGuard in France and 
Germany, the largest markets in Europe, as well as 
in the Benelux countries. 

 

 Strong patent position. PLC holds 11 patents for 
RenalGuard in the U.S. and 2 abroad, with more to 
be filed and issued.  Together these patents and 
patent applications provide PLC with a strong 
intellectual property foundation for its proprietary 
technology. The original RenalGuard patent 
expires in March 2029. 

 

 Experienced management team and efficient 
corporate structure.  CEO Mark Tauscher has 
more than 35 years of experience leading public 
companies, and orchestrated the sale of PLC’s 
legacy TMR operations to its U.S. distributor, 
Novadaq Corp.  Proceeds of $1 million have 
helped fund RenalGuard’s clinical trials and 
market development. Gregory Mann, CFO, has 
approximately 14 years of finance experience, 
including multiple capital raises.    A lean staff and 
use of outside consultants and independent 
investigators keeps the company’s cash burn to a 
minimum. 
 

 RenalGuard addresses a potential $500 million and 
growing global market for the prevention of CI-AKI, 
with potential applicability of the technology in 
additional indications.  The need for RenalGuard for 
CI-AKI will increase as rates of diabetes, 
cardiovascular disease and renal disease increase 
worldwide. 

 

 RenalGuard addresses a serious unmet medical 
need, as patients who develop CI-AKI are eight times 
more likely to die in-hospital following their 
procedure. Patients who develop CI-AKI incur an 
estimated $11,870 in treatment costs during the 
year following their imaging and catheterization 
procedures. 

 

 RenalGuard is well positioned to become standard 
of care in the cardiac catheterization lab, as it is 
easily incorporated in the healthcare environment 
and cath lab work flow, uses familiar connections 
and requires little staff training. 

  

 “De-risked’ U.S. pivotal trial.  CE mark clearance and 
commercial sales in Europe, combined with excellent 
scientific and clinical data suggest success for the 
U.S. pivotal trial.  Initial scientific data from recent 
investigator-sponsored clinical trials in Europe have 
been highly positive on safety and efficacy.  These 
data have been heralded at medical conferences and 
published in peer-reviewed medical journals, adding 
credibility for RenalGuard among healthcare 
professionals worldwide. 
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RenalGuard for CI-AKI prevention is designed to:  

 Create and maintain high urine output via real-time matched fluid replacement 

 Prevent contrast dyes from clogging nephron tubules  

 Minimize damage to kidney cells 

The system is a closed-loop fluid management system and includes:  

 High volume closed-loop fluid system that interfaces with a standard IV catheter  

 High accuracy dual-weight measuring system  

 Urine collection system that interfaces with a standard Foley catheter  

RenalGuard Therapy® was developed based on the theory that creating and maintaining high urine output through 
the kidneys allows the body to rapidly eliminate contrast dyes, thereby reducing its toxic effects. 

CCOONNTTRRAASSTT--IINNDDUUCCEEDD  AACCUUTTEE  KKIIDDNNEEYY  IINNJJUURRYY  ––  TTHHEE  EEVVIIDDEENNCCEE  FFOORR  PPRREEVVEENNTTIIOONN  
 

CI-AKI is a costly and deadly injury to the kidney caused by exposure to contrast dye during image-guided cardiology 
and radiology procedures.  Of the more than 7 million imaging procedures performed worldwide every year, it is 
estimated that at least 15-20%, or more than 1 million people, could be considered at-risk for developing CI-AKI based 
upon age, prior kidney damage and other factors, and thus could benefit from the protection RenalGuard offers.  
 

Importantly, a simple blood test can identify the “at risk” patients. 

The information contained herein was obtained from the management of PLC Medical Systems, Inc. This does not constitute the solicitation of the purchase or sale of securities. Except for the 
historical information contained herein, the matters discussed in this document are forward-looking statements, the accuracy of which is subject to risks and uncertainties.  Please see PLC 
Systems, Inc.’s most recent filings with the SEC for additional information about the Company and related risks. October 2013 

FDA-approved protocol for U.S. pivotal trial:  

 Randomized, controlled design 

 326 patients at up to 30 sites; 12 sites engaged to 
date 

- Adaptive design for up to 652 patients  
- Sample size re-estimation at 163 patients 

by Data Safety Monitoring Board to 
confirm statistical power 

 RenalGuard compared to the standard of care 
(NAC floats by site) 

 Primary endpoint: 25% rise in serum creatinine 
within 72 hours 

 Secondary endpoint: composite clinical endpoint 
at 90 days 

 Expected trial duration: 18-24 months 
 

RREENNAALLGGUUAARRDD  UU..SS..  PPIIVVOOTTAALL  TTRRIIAALL 

CCOONNTTAACCTTSS  
 

RREENNAALLGGUUAARRDD  IINNTTEERRNNAATTIIOONNAALL  SSTTAATTUUSS 

 Received the CE mark in 2008; distributors chosen 
or in process in 17 countries in Europe plus Brazil, 
Latin and South America, Australia, New Zealand, 
China, Asia-Pacific, Israel and the UAE 

 Two investigator-sponsored clinical trials in 
Europe showed positive results  
- REMEDIAL II: 292 patients at 4 sites, showed 

CI-AKI incidence of 2.7% for RenalGuard 
patients and 13% for control patients (data 
published in Circulation, Sept. 2011) 

- MYTHOS: 157 patients at 1 site, showed CIN 
incidence of 5% RenalGuard and 16% control, 
9% clinical event RenalGuard and 23% control 
(data published in JACC Intervention, Jan. 
2012 

 Japanese path to approval announced, first step 
completed 
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