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ICU Medical, Inc. and Subsidiaries
Condensed Consolidated Balance Sheets

(Amounts in thousands, except per share data)
 

September 30,
2010

 

December 31,
2009

(unaudited)
 

(1)
ASSETS

CURRENT ASSETS:
Cash and cash equivalents $ 65,671 $ 51,248
Investment securities 16,225 56,887

Cash, cash equivalents and investment securities 81,896 108,135
Accounts receivable, net of allowance for doubtful accounts of $522 at September 30, 2010 and $324 at

December 31, 2009 55,796 47,777
Inventories 43,625 41,327
Prepaid income taxes 2,994 1,994
Prepaid expenses and other current assets 6,748 5,462
Deferred income taxes 4,307 3,243

Total current assets 195,366 207,938
      
PROPERTY AND EQUIPMENT, net 83,777 77,449
PROPERTY HELD FOR SALE — 940
GOODWILL 1,478 1,478
INTANGIBLE ASSETS, net 15,256 16,782
DEFERRED INCOME TAXES 3,690 3,710
INCOME TAXES RECEIVABLE 856 856

$ 300,423 $ 309,153
      

LIABILITIES AND STOCKHOLDERS’ EQUITY
CURRENT LIABILITIES:

Accounts payable $ 12,056 $ 18,423
Accrued liabilities 14,191 12,884
Deferred revenue 376 2,389

Total current liabilities 26,623 33,696
      
DEFERRED INCOME TAXES 7,157 5,698
INCOME TAX LIABILITY 4,366 4,754
COMMITMENTS AND CONTINGENCIES — —
      
STOCKHOLDERS’ EQUITY:

Convertible preferred stock, $1.00 par value Authorized—500 shares; issued and outstanding— none — —
Common stock, $0.10 par value — Authorized—80,000 shares; issued 14,855 shares at September 30, 2010

and 14,811 shares at December 31, 2009, outstanding 13,547 shares at September 30, 2010  and 14,239
shares at December 31, 2009 1,485 1,481

Additional paid-in capital 57,112 54,357
Treasury stock, at cost—1,308 and 572 shares at September 30, 2010 and December 31, 2009 (45,533) (19,881)
Retained earnings 248,804 227,861
Accumulated other comprehensive income 409 1,187

Total stockholders’ equity 262,277 265,005
$ 300,423 $ 309,153

 

(1) December 31, 2009 balances were derived from audited consolidated financial statements.
 

The accompanying notes are an integral part of these condensed consolidated financial statements.
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ICU Medical, Inc. and Subsidiaries
Condensed Consolidated Statements of Income
(Amounts in thousands, except per share data)

(unaudited)
 

Three months ended September 30,
 

Nine months ended September 30,
2010

 

2009
 

2010
 

2009
          
REVENUES:

Net sales $ 75,589 $ 53,830 $ 208,511 $ 161,307
Other 148 135 451 392

TOTAL REVENUE 75,737 53,965 208,962 161,699
          
COST OF GOODS SOLD 41,705 28,916 115,876 84,295
          

Gross profit 34,032 25,049 93,086 77,404
          
OPERATING EXPENSES:

Selling, general and administrative 18,341 16,751 57,368 48,366
Research and development 1,067 661 2,937 2,016

Total operating expenses 19,408 17,412 60,305 50,382
          

Income from operations 14,624 7,637 32,781 27,022
          
OTHER INCOME (EXPENSE) (215) 419 40 1,042
          

Income before income taxes 14,409 8,056 32,821 28,064
          
PROVISION FOR INCOME TAXES (5,434) (1,732) (11,878) (8,937)
          
NET INCOME $ 8,975 $ 6,324 $ 20,943 $ 19,127
          
NET INCOME PER SHARE

Basic $ 0.67 $ 0.43 $ 1.54 $ 1.29
Diluted $ 0.65 $ 0.42 $ 1.51 $ 1.27

          
WEIGHTED AVERAGE NUMBER OF SHARES

Basic 13,489 14,796 13,605 14,771
Diluted 13,752 15,146 13,838 15,033

 
The accompanying notes are an integral part of these condensed consolidated financial statements.
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ICU Medical, Inc. and Subsidiaries
Condensed Consolidated Statements of Cash Flows

(Amounts in thousands)
(unaudited)

 
 

Nine months ended September 30,
 

2010
 

2009
CASH FLOWS FROM OPERATING ACTIVITIES:
Net income $ 20,943 $ 19,127
Adjustments to reconcile net income to net cash provided by operating activities:

Depreciation and amortization 12,796 11,280
Provision for doubtful accounts 154 (25)
Stock compensation 2,568 1,963
Bond premium amortization 1,145 1,703
Loss on disposal/impairments of property and equipment 449 —
Cash provided (used) by changes in operating assets and liabilities, net of assets acquired

Accounts receivable (7,763) 6,502
Inventories (2,670) (1,754)
Prepaid expenses and other assets (1,874) (2,425)
Accounts payable (6,365) 1,655
Accrued liabilities 1,381 (3,240)
Deferred revenue (2,013) 1,923
Prepaid and deferred income taxes 69 3,517

Net cash provided by operating activities 18,820 40,226
      
CASH FLOWS FROM INVESTING ACTIVITIES:

Purchases of property and equipment (17,751) (10,164)
Proceeds from insurance for damaged assets 622 —
Assets purchased — (30,533)
Proceeds from sale of asset 893 —
Business acquisition, net of cash acquired — (5,662)
Change in restricted cash — 5,497
Purchases of investment securities (20,853) (89,940)
Proceeds from sale of investment securities 60,370 85,554
Net cash provided (used) by investing activities 23,281 (45,248)

      
CASH FLOWS FROM FINANCING ACTIVITIES:

Proceeds from exercise of stock options 903 1,352
Proceeds from employee stock purchase plan 1,576 1,271
Tax benefits from exercise of stock options 708 88
Purchase of treasury stock (28,648) (560)
Net cash provided (used) by financing activities (25,461) 2,151

      
Effect of exchange rate changes on cash (2,217) 434
      
NET INCREASE IN CASH AND CASH EQUIVALENTS 14,423 (2,437)
      
CASH AND CASH EQUIVALENTS, beginning of period 51,248 55,696
CASH AND CASH EQUIVALENTS, end of period $ 65,671 $ 53,259
      
NON-CASH INVESTING ACTIVITIES

Accrued liabilities for property and equipment $ 11 $ —
 

The accompanying notes are an integral part of these condensed consolidated financial statements.
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ICU Medical, Inc. and Subsidiaries
Condensed Consolidated Statements of Comprehensive Income

(Amounts in thousands)
(unaudited)

 
 

Three months ended September 30,
 

Nine months ended September 30,
 

2010
 

2009
 

2010
 

2009
          
Net income $ 8,975 $ 6,324 $ 20,943 $ 19,127
          
Other comprehensive income (loss), net of tax:

Foreign currency translation adjustment 5,236 584 (778) 578
          
Comprehensive income $ 14,211 $ 6,908 $ 20,165 $ 19,705
 

The accompanying notes are an integral part of these condensed consolidated financial statements.
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ICU Medical, Inc.
Notes to Condensed Consolidated Financial Statements

Three and Nine Months Ended September 30, 2010 and 2009
(Amounts in tables in thousands, except per share data)

(unaudited)
 
Note 1:  Basis of Presentation:
 

The accompanying unaudited interim condensed consolidated financial statements have been prepared in accordance with accounting principles
generally accepted in the United States of America and pursuant to the rules and regulations of the Securities and Exchange Commission (“SEC”) and reflect
all adjustments, consisting of only normal recurring adjustments, which are, in the opinion of management, necessary for a fair statement of the consolidated
results for the interim periods presented. Results for the interim period are not necessarily indicative of results for the full year. Certain information and
footnote disclosures normally included in annual consolidated financial statements prepared in accordance with generally accepted accounting principles
have been condensed or omitted pursuant to such rules and regulations. The condensed consolidated financial statements should be read in conjunction with
the consolidated financial statements and notes thereto included in the Annual Report on Form 10-K of ICU Medical, Inc., a Delaware corporation (the
“Company”), filed with the SEC for the year ended December 31, 2009.

 
Subsequent to the issuance of the Company’s 2009 consolidated financial statements, the Company reclassified $1.7 million of bond premium

amortization, a noncash item, from investing activities in the consolidated statement of cash flows for the nine months ended September 30, 2009 to a
noncash item in cash flows from operating activities as an adjustment to reconcile net income to net cash provided by operating activities.  The Company
considers this an immaterial reclassification and has changed the 2009 condensed consolidated financial statements.

 
The Company, a Delaware corporation, operates principally in one business segment engaged in the development, manufacturing and marketing of

disposable medical devices. The Company’s devices are sold directly or to distributors and medical product manufacturers throughout the United States and
internationally. All subsidiaries are wholly owned and included in the consolidated financial statements. All intercompany balances and transactions have
been eliminated.

 
Note 2:  New Accounting Pronouncements:
 

In January 2010, the Financial Accounting Standards Board issued Accounting Standards Update No. 2010-06 for Fair Value Measurements and
Disclosures (Topic 820):  “Improving Disclosures about Fair Value Measurements”.  This Update requires new disclosures for transfers in and out of Level 1
and 2 and activity in Level 3.  This Update also clarifies existing disclosures for level of disaggregation and about inputs and valuation techniques.  The new
disclosures are effective for interim and annual periods beginning after December 15, 2009, except for the Level 3 disclosures, which are effective for fiscal
years beginning after December 15, 2010 and for interim periods within those years.

 
Note 3:  Fair Value Measurement:
 

The Company’s investment securities, which are carried at fair value and are considered available-for-sale, consist principally of certificates of
deposit and federal-tax-exempt state and municipal government debt.  The Company has $3.5 million of its investment securities as Level 1 assets, which are
certificates of deposit with quoted prices in active markets.  The Company has $12.7 million of its investment securities as Level 2 assets, which are pre-
refunded and non-pre-refunded municipal securities and have observable inputs.

 
The following table provides the assets and liabilities carried at fair value measured on a recurring basis as of September 30, 2010:

 
Fair value measurements at September 30, 2010 using

Total carrying
value at

September 30, 2010

Quoted prices
in active

markets for
identical

assets (level 1)
 

Significant
other

observable
inputs (level 2)

 

Significant
unobservable

inputs (level 3)
Available for sale securities $ 16,225 $ 3,520 $ 12,705 $ —
Trading securities — — — —

$ 16,225 $ 3,520 $ 12,705 $ —
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The following tables summarize the change in the fair values for Level 3 items for the quarter ended September 30, 2010:
 

Level 3 changes in fair value (pre-tax):
 

Three months ended
September 30, 2010

Nine months ended
September 30, 2010

Beginning balance $ 750 $ 900
Transfer into Level 3 — —
Sales (750) (900)
Unrealized holding loss, included in other

comprehensive income — —
Ending balance $ — $ —

 
Note 4:  Inventories:
 

Inventories consisted of the following:
 

 

September 30, 2010
 

December 31, 2009
Raw material $ 19,029 $ 16,268
Work in process 2,639 2,711
Finished goods 21,957 22,348
Total $ 43,625 $ 41,327

 
Note 5:  Property and Equipment:
 

Property and equipment consisted of the following:
 

 

September 30, 2010
 

December 31, 2009
Machinery and equipment $ 59,490 $ 57,966
Land, building and building improvements 51,006 50,200
Molds 21,518 18,939
Computer equipment and software 14,041 12,196
Furniture and fixtures 1,971 1,928
Construction in progress 18,178 9,565
Total property and equipment, cost 166,204 150,794
      
Accumulated depreciation (82,427) (73,345)
      
Net property and equipment $ 83,777 $ 77,449

 
Note 6:  Net Income Per Share:
 

Net income per share is computed by dividing net income by the weighted average number of common shares outstanding. Diluted net income per
share is computed by dividing net income by the weighted average number of common shares outstanding plus dilutive securities. Dilutive securities are
outstanding common stock options (excluding stock options with an exercise price in excess of the average market value for the period), less the number of
shares that could have been purchased with the proceeds from the exercise of the options, using the treasury stock method. Options that are anti-dilutive
because their exercise price exceeded the average market price of the common stock for the period approximated 559,000 and 236,000 for the three months
ended September 30, 2010 and 2009, respectively, and 742,000 and 385,000 for the nine months ended September 30, 2010, respectively.
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The following table presents the calculation of net earnings per common share (“EPS”) — basic and diluted
 

 

Three months ended September 30,
 

Nine months ended September 30,
 

2010
 

2009
 

2010
 

2009
Net income $ 8,975 $ 6,324 $ 20,943 $ 19,127
          
Weighted average number of common shares outstanding (for

basic calculation) 13,489 14,796 13,605 14,771
Dilutive securities 263 350 233 262
Weighted average common and common

equivalent shares outstanding (for diluted calculation) 13,752 15,146 13,838 15,033
EPS — basic $ 0.67 $ 0.43 $ 1.54 $ 1.29
EPS — diluted $ 0.65 $ 0.42 $ 1.51 $ 1.27
 
Note 7:  Income Taxes:
 

Income taxes were accrued at an estimated annual effective tax rate of 36% in the nine months of 2010 compared to 32% in the first nine months of
2009. The effective tax rate differs from that computed at the federal statutory rate of 35% principally because of the effect of foreign and state income taxes,
tax credits, tax exempt income and deductions for domestic production activities.

 
Note 8:  Major Customer:
 

The Company had revenues equal to 10% or more of total revenues from one customer, Hospira, Inc. Such revenues were 47% and 45% of total
revenue for the three months ended September 30, 2010 and 2009, respectively, and 43% and 60% for the nine months ended September 30, 2010 and 2009,
respectively.  As of September 30, 2010 and December 31, 2009, the Company had accounts receivable from Hospira of 46% and 37%, of consolidated
accounts receivable, respectively.

 
Note 9:  Treasury Stock:
 

The Company had a common stock purchase plan, authorized by its board of directors, to purchase up to $55.0 million of its common stock. As of
September 30, 2010, the Company has completed all but less than $0.1 million of its $55.0 million share repurchase program.  The Company purchased
$28.6 million of its common stock in the nine months ended September 30, 2010. The Company did not repurchase any shares of its Common Stock during
the three months ended September 30, 2010.

 
In July 2010, the Company’s board of directors approved a new common stock purchase plan to purchase up to $40.0 million of its common stock.

This plan has no expiration date.
 

Note 10:  Commitments and Contingencies:
 

The Company is from time to time involved in various legal proceedings, most of which are routine litigation, in the normal course of business.  In
the opinion of management, the resolution of the legal proceedings in which the Company is involved will not likely have a material adverse impact on the
Company’s financial position or results of operations.

 
In the normal course of business, the Company has agreed to indemnify officers and directors of the Company to the maximum extent permitted

under Delaware law and to indemnify customers as to certain intellectual property matters related to sales of the Company’s products.  There is no maximum
limit on the indemnification that may be required under these agreements.  The Company has never incurred, nor does it expect to incur, any liability for
indemnification.

 
Pursuant to the Asset Purchase Agreement with Hospira, the Company agreed to indemnify Hospira and its affiliates from certain liabilities arising

out of (i) inaccuracies of the Company’s representations and breaches of the Company’s warranties; (ii) defaults of the Company’s covenants or obligations;
(iii) certain assumed obligations and (iv) use of the acquired assets after the date of closing.  Most of Hospira’s rights to indemnification will terminate
eighteen months after the closing of the transaction on August 31, 2009, except for liabilities arising out of certain provisions of the asset purchase agreement
and liabilities for which notice was previously provided.  Notwithstanding the foregoing, the Company is not obligated to indemnify Hospira for any
liabilities for which Hospira is obligated to indemnify the Company or its affiliates under its Manufacturing, Commercialization and Development
Agreement with Hospira, Inc., dated March 1, 2005 (the “MCDA”).
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Item 2.  Management’s Discussion and Analysis of Financial Condition and Results of Operations
 

We are a leader in the development, manufacture and sale of innovative medical technologies used in vascular therapy, oncology and critical care
applications.  Our products improve patient outcomes by helping prevent bloodstream infections and protect healthcare workers and patients from exposure
to infectious diseases or hazardous drugs and monitor the hemodynamic status of critical care patients.  Our complete product line includes custom I.V.
systems, closed delivery systems for hazardous drugs, needleless I.V. connectors, catheters and cardiac monitoring systems.

 
Business Overview
 

Until the late 1990s, our primary emphasis in product development, sales and marketing was disposable medical connectors for use in I.V. therapy,
and our principal product was the CLAVE.  In the late 1990s, we commenced a transition from a product-centered company to an innovative, fast, efficient,
low-cost manufacturer of custom infusion sets, using processes that we believe can be readily applied to a variety of disposable medical devices. This strategy
has enabled us to capture revenue on the entire I.V. delivery system, and not just a component of the system.  We have furthered this effort to include all of
our proprietary devices beyond the CLAVE.

 
One strategy has been to acquire new product lines.  For example, in August 2009, we purchased the commercial rights and physical assets of

Hospira’s critical care product line, which resulted in our control over all aspects of the critical care product line, including production, sales, marketing,
customer contracting and distribution. We had previously manufactured for sale, exclusively to Hospira, the critical care products.  Pursuant to the prior
arrangements, Hospira retained commercial responsibility for the products that we manufactured, including sales to end customers, marketing, pricing,
distribution, customer contracts, customer service and billing and we had little ability to directly influence Hospira’s sales and marketing efforts, and our
sales under this arrangement were subject to fluctuations over which we had little control. The purchase of Hospira’s critical care line has resulted in an
increase in direct sales and sales to independent distributors but a decrease in sales to Hospira.  There is no assurance that we will be successful in finding
future acquisition opportunities or integrating these new product lines into our existing business.

 
Another strategy for reducing our dependence on our current proprietary products has been to introduce new products. We have introduced a new

line of oncology products including the Spiros male lure connector device, the Genie vial access device and ancillary products specifically designed for
chemotherapy. We can provide no assurance that we will be able to successfully manufacture, market and sell these new products.

 
We are also expanding our custom products business through increased sales to medical product manufacturers, independent distributors and

through direct sales to the end users of our product.  These expansions include our 2008 agreement with Premier, the extension of the term of our agreement
with MedAssets and our recent entry into an agreement with Novation of all our critical care products.  Each of these organizations is a U.S. healthcare
purchasing network.  Custom products, which include custom infusion, custom oncology and custom critical care products, accounted for approximately
$72.0 million or 34% of total revenue in the first nine months of 2010 and $78.6 million or 34% of total revenue in 2009.  We expect increases in sales of
custom infusion sets, custom critical care and custom oncology products and expect that these products will be of increasing importance to us in future years. 
We expect continued growth in 2010 compared to 2009 in our CLAVE products in the U.S., but at a modest growth rate.  We also potentially face substantial
increases in competition in our CLAVE business.  Therefore, we are focusing on increasing product development, acquisition, sales and marketing efforts to
custom products and other products that lend themselves to customization and new products in the U.S. and international markets.

 
Our largest customer is Hospira.  Our relationship with Hospira has been and will continue to be of singular importance to our growth.  We currently

manufacture custom infusion sets for sale by Hospira and jointly promote the products under the name SetSource. Additionally, as discussed above, prior to
our acquisition of its critical care line, we previously manufactured Hospira’s critical care products. In the first nine months of 2010 and the years ended
December 31, 2009 and 2008, our revenues from worldwide sales to Hospira were 43%, 53% and 69%, respectively, of total revenues.  Although we can
provide no assurances, as a result of our purchase of Hospira’s critical care product line, we expect the percentage of revenues from sales to Hospira will
continue to decrease because we now sell critical care products directly to the distributor or end user instead of to Hospira.  However, we expect revenues
from sales of CLAVE products, custom infusion sets and new products to Hospira to remain a significant percentage of our revenues.  Hospira has a
significant share of the I.V. set market in the U.S. and provides us access to that market, and we expect that Hospira will be important to our growth for
CLAVE, custom infusion sets, and our other products worldwide.

 
We believe that achievement of our growth objectives worldwide will require increased efforts by us in sales and marketing and product

development; however, there is no assurance that we will be successful in implementing our growth strategy. The custom products market is small, when
compared to the larger market of standard products, and we could encounter customer resistance to custom products.  Further, we could encounter increased
competition as other companies see opportunity in this market.  Product
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development or acquisition efforts may not succeed, and even if we do develop or acquire additional products, there is no assurance that we will achieve
profitable sales of such products.  An adverse change in our relationship with Hospira, or a deterioration of Hospira’s position in the market, could have an
adverse effect on us.  Increased expenditures for sales and marketing and product acquisition and development may not yield desired results when expected,
or at all.  While we have taken steps to control these risks, there are certain risks that may be outside of our control, and there is no assurance that steps we
have taken will succeed.

 
The following table sets forth, for the periods indicated, total revenues by product as a percentage of total revenues:
 

Three months ended
September 30,

Nine months ended
September 30, Fiscal Year Ended

 

Product Line 2010 2009 2010
 

2009 2009 2008
 

CLAVE 34% 38% 35% 39% 37% 39%
Custom products 37% 36% 34% 35% 34% 34%
Standard critical care 16% 14% 18% 15% 18% 17%
Standard oncology products 2% 3% 3% 2% 2% 1%
Other product/other revenue 11% 9% 10% 9% 9% 9%
Total 100% 100% 100% 100% 100% 100%
 

We sell our I.V. administration products to independent distributors, direct sales and through agreements with Hospira and certain other medical
product manufacturers.  Most of our independent distributors handle the full line of our I.V. administration products.  We sell our I.V. administration and
oncology products under two agreements with Hospira.  Under a 1995 agreement, Hospira purchases CLAVE products, principally bulk, non-sterile
connectors, oncology products and the CLC2000.  Under a 2001 agreement, we sell custom infusion sets to Hospira under a program referred to as SetSource. 
Our 1995 and 2001 agreements with Hospira provide Hospira with conditional exclusive and nonexclusive rights to distribute all existing ICU Medical
products worldwide with terms that extend to 2014.  We sell invasive monitoring and angiography to independent distributors and through direct sales.  We
also sell certain other products to a number of other medical product manufacturers.

 
We believe that as healthcare providers continue to either consolidate or join major buying organizations, the success of our products will depend,

in part, on our ability, either independently or through strategic relationships such as our Hospira relationship, to secure long-term contracts with large
healthcare providers and major buying organizations.  As a result of this marketing and distribution strategy we derive most of our revenues from a relatively
small number of distributors and manufacturers.  The loss of a strategic relationship with a customer or a decline in demand for a manufacturing customer’s
products could have a material adverse effect on our operating results.

 
We have an ongoing effort to increase systems capabilities, improve manufacturing efficiency, reduce labor costs, reduce time needed to produce an

order, and minimize investment in inventory.  These include the use of automated assembly equipment for new and existing products and use of larger molds
and molding machines.  In 2006, we centralized our proprietary molding in Salt Lake City and expanded our production facility in Mexico, which took over
the majority of our manual assembly previously done in Salt Lake City.  In July 2010, we began an additional expansion of our production facility in Mexico
that we expect will be completed in early 2011.  In July 2009, we purchased land in Slovakia and in the third quarter of 2009, we started construction of an
assembly plant that will serve our European product distribution.  We launched operations at the new plant in Slovakia during the third quarter of 2010, and
we expect that we will start shipments of products in the fourth quarter of 2010.  We may establish additional production facilities outside the U.S.  There is
no assurance that we will achieve success in establishing manufacturing facilities outside the U.S.

 
We distribute products through three distribution channels. Product revenues for each distribution channel were as follows:
 

Three months ended
September 30,

Nine months ended
September 30, Fiscal Year Ended

 

Channel 2010 2009 2010
 

2009 2009 2008
 

Medical product manufacturers 44% 42% 41% 56% 50% 67%
Independent domestic distributors / direct sales 34% 35% 36% 24% 29% 18%
International distributors /direct sales 22% 23% 23% 20% 21% 15%
Total 100% 100% 100% 100% 100% 100%

 
Sales to international customers do not include bulk CLAVE products sold to Hospira in the U.S. but subsequently used in products exported by

Hospira.  Those sales are included in sales to medical product manufacturers. Other sales to Hospira for destinations outside the U.S. are included in sales to
international customers.
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With the completion of our purchase of the commercial rights and the physical assets of Hospira’s critical care line in August 2009, we began selling
critical care products in September 2009 to domestic and international distributors and through direct domestic and international sales instead of to Hospira. 
As a result, we expect to continue to see a shift in sales from medical product manufacturers to domestic and international distributors and direct sales.

 
Quarter-to-quarter and nine month-to-nine month comparisons: We present summarized income statement data in Part I, Item 1- Financial

Statements. The following table shows, for the year ended December 31, 2009 and the three and nine months ended September 30, 2010 and 2009, the
percentages of each income statement caption in relation to total revenues.
 

 

Fiscal Year
 

Three months ended
September 30,

 

Nine months ended
September 30,

 

 

2009
 

2010
 

2009
 

2010
 

2009
 

            
Total revenues 100% 100% 100% 100% 100%
            
Gross margin 47% 45% 46% 45% 48%
            
Selling, general and administrative expenses 30% 24% 31% 28% 30%
Research and development expenses 1% 2% 1% 1% 1%
Total operating expenses 31% 26% 32% 29% 31%
            
Income from operations 16% 19% 14% 16% 17%
Other income 1% 0% 1% 0% 1%
Income before income taxes 17% 19% 15% 16% 18%
Income taxes 5% 7% 3% 6% 6%
Net income 12% 12% 12% 10% 12%
 

Quarterly results:  The healthcare business in the United States is subject to seasonal fluctuations, and activity tends to diminish somewhat in the
summer months of June, July and August, when illness is less frequent than in winter months and patients tend to postpone elective procedures. This
typically causes seasonal fluctuations in our business. In Europe, the healthcare business generally slows down in the summer months due to vacations
resulting in fewer elective surgeries. Also in Europe, hospitals’ budgets tend to finish at the end of the year which may cause fewer purchases in the last three
months of the year as hospitals await their new budgets in January. In addition, we can experience fluctuations in net sales as a result of variations in the
ordering patterns of our largest customers, which may be driven more by production scheduling and their inventory levels, and less by seasonality. Our
expenses often do not fluctuate in the same manner as net sales, which may cause fluctuations in operating income that are disproportionate to fluctuations in
our revenue.

 
Quarter Ended September 30, 2010 Compared to the Quarter Ended September 30, 2009
 

Revenues were $75.7 million in the third quarter of 2010, compared to $54.0 million in the third quarter of 2009, a $21.8 million or 40% increase.
 
Distribution channels:  Net U.S. sales to Hospira in the third quarter of 2010 were $32.6 million, compared to net sales of $21.4 million in the third

quarter of 2009, an increase of 53%.  The $11.2 million increase was primarily from $4.5 million of increased CLAVE sales and $5.6 million of increased
custom infusion set sales.  The increase in CLAVE and custom infusion set sales was from higher unit sales due to increased market share through Hospira and
from additional Hospira orders as they prepare for potential business due to market conditions and switch their IV tubing from DEHP to non-DEHP material
which are expected to conclude in the fourth quarter of 2010.  Although we can provide no assurances, we expect to ship extra CLAVE products to help
Hospira in preparation for potential additional business due to market conditions in the fourth quarter of 2010.  Excluding critical care products and the
additional CLAVE and custom infusion set orders in 2010, we continue to expect moderate growth in sales to Hospira for 2010 from 2009, although there is
no assurance that these expectations will be realized.

 
Net sales to domestic distributors/direct in the third quarter of 2010 (including Canada) were $25.9 million compared to $18.8 million in the third

quarter of 2009, an increase of 38%.  The $7.1 million increase was primarily from $3.9 million in higher standard critical care sales, $1.3 million in higher
custom critical care sales and $1.3 million in increased custom infusion set sales.  As a result of our purchase of Hospira’s critical care line, we ceased selling
critical care products to Hospira and began selling the critical care products directly to distributors and through direct sales in September 2009. The increase
in standard and custom critical care sales is primarily due to only one month of sales in the third quarter of 2009 compared to a full quarter of sales in the
third quarter of 2010.  The increase in custom infusion set sales was due to higher unit volume sales.  We expect increases in domestic distributor/direct sales
for 2010 compared to 2009, principally from growth in custom products and new critical care product sales, although there is no assurance that these
expectations will be realized.
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Net sales to international customers (excluding Canada) were $16.2 million in the third quarter of 2010, compared with $12.6 million in the third
quarter of 2009, an increase of 29%.  The $3.6 million increase was primarily from $1.3 million in higher standard critical care sales, $0.5 million in higher
custom critical care sales and $0.4 million in increased CLAVE sales.  The increase in standard and custom critical care sales is primarily due to only one
month of sales in the third quarter of 2009 compared to a full quarter of sales in the third quarter of 2010.  The CLAVE increase is from increased unit volume
due to increased market share and demographic growth.  We expect increases in international customer sales for 2010, primarily from growth in CLAVE,
custom infusion sets and critical care product sales, although there is no assurance that these expectations will be realized.

 
Product and other revenue:  Net sales of CLAVE products were $25.7 million in the third quarter of 2010 compared to $20.5 million in the third

quarter of 2009, an increase of 26%.  The $5.2 million increase was primarily from higher U.S. Hospira sales from increased market share, demographic growth
and additional Hospira orders as they prepare for potential additional business due to market conditions and product line changes.  We expect to ship extra
CLAVE product to help Hospira in preparation for potential additional business due to market conditions in the fourth quarter of 2010.  Excluding these
additional CLAVE orders in 2010, we expect increases in CLAVE product sales for 2010 compared to 2009, although there is no assurance that these
expectations will be realized.

 
Net sales of custom products, which include custom infusion, custom oncology products and custom critical care products, were $28.3 million in the

third quarter of 2010 compared to $19.4 million in the third quarter of 2009, an increase of 46%.  The $8.9 million increase was primarily comprised of
increased sales of custom infusion sets of $7.3 million and increased custom critical care product sales of $1.7 million.  The unit growth in custom infusion
sets was primarily due to the conversion by certain of our customers from a competitor’s standard sets to our custom systems and product line changes for
Hospira.  The increase in custom critical care sales is primarily due to only one month of distributor/direct sales in the third quarter of 2009 compared to a full
quarter of sales in the third quarter of 2010.  We had minimal custom critical care sales to Hospira in the third quarter of 2009 because we did not recognize
sales for shipments after July 8, 2009, when we signed the asset purchase agreement with Hospira to purchase their commercial rights and physical assets of
Hospira’s critical care line.  We expect increases in custom infusion set sales from increased unit volume in 2010 compared to 2009 and from the additional
orders from Hospira’s product line changes.  We expect increases in custom critical care sales from increased unit sales at a higher average selling price for
2010 compared to 2009. In each case, however, there can be no assurance that the expectations will be realized.

 
Standard critical care product sales were $12.1 million in the third quarter of 2010 compared to $7.3 million in the third quarter of 2009, an increase

of 66%.  The $4.8 million increase was due to only one month of distributor/direct sales in the third quarter of 2009 compared to a full quarter of sales in the
third quarter of 2010 and minimal sales to Hospira because of signing the asset purchase agreement on July 8, 2009. We expect increased sales for 2010
compared to 2009 because of higher sales through distributors and through direct sales than to Hospira, although there is no assurance that these expectations
will be realized.

 
Our standard oncology product sales were $1.7 million in the third quarter of 2010 compared to $1.6 million in the third quarter of 2009.
 
Other revenue consists of license, royalty and revenue share income and was $0.1 million in the third quarter of 2010 and 2009.  We may receive

other license fees or royalties in the future for the use of our technology.  There is no assurance as to amounts or timing of any future payments, or whether
such payments will be received.

 
Gross margins for the third quarters of 2010 and 2009 were 45% and 46%, respectively.  The decrease was primarily from critical care integration

costs and higher freight costs, which were partially offset by manufacturing efficiencies at our factories.
 
We estimate our gross margin for 2010 will approximate 45%; however, there is no assurance that this expectation will be realized.
 
Selling, general and administrative expenses (“SG&A”) were $18.3 million and 24% of revenues in the third quarter of 2010, compared with $16.8

million and 31% of revenues in the third quarter of 2009.  The $1.5 million increase was primarily from increased sales compensation and benefits of $1.6
million, higher dealer fees and group purchasing organization fees of $0.6 million which were primarily from critical care sales and our agreement with
Premier, and pre-start-up costs for our Slovakia plant of $0.6 million, partially offset by $0.7 million in lower legal expenses and $0.4 million in lower
outside services.  The increase in compensation and benefits is primarily a result of the expansion of our sales workforce by 32 employees from the third
quarter of 2009 to the third quarter of 2010 for our critical care product line as well as growth in other product lines.  The decrease in legal expenses is
primarily from lower patent litigation costs.  We expect SG&A for 2010 to be approximately 27.5% of revenue, although there is no assurance that this
expectation will be realized.

 
13



Table of Contents
 

Research and development expenses (“R&D”) were $1.1 million and 2% of revenue in the third quarter of 2010 compared to $0.7 million and 1%
of revenue in the third quarter of 2009.  We expect R&D for 2010 to be approximately 1.5% to 2.0% of revenue, although there is no assurance that this
expectation will be realized.

 
Other expense was $0.2 million in the third quarter of 2010 compared to other income of $0.4 million in the third quarter of 2009.
 
Income taxes were accrued at an estimated effective tax rate of 38% in the third quarter of 2010 compared to 21% in the third quarter of 2009.  The

rate differed from the statutory corporate rate of 35% principally because of the effect of foreign and state income taxes, tax credits, tax exempt income and
deductions for domestic production activities. We expect our effective tax rate to be approximately 36% for 2010.

 
Nine Months Ended September 30, 2010 Compared to the Nine Months Ended September 30, 2009
 

Revenues were $209.0 million in the first nine months of 2010, compared to $161.7 million in the first nine months of 2009.
 
Distribution channels:  Net U.S. sales to Hospira in the first nine months of 2010 were $82.8 million, compared to net sales of $88.0 million in the

first nine months of 2009, a decrease of 6%.  The $5.2 million decrease was primarily due to $21.7 million in decreased standard and custom critical care
sales, partially offset by $7.1 million in increased CLAVE sales and $6.9 million in increased custom infusion set sales.  The decreased standard and custom
critical care sales to Hospira were primarily related to our acquisition of the critical care assets from Hospira.  As a result of this acquisition, which closed on
August 31, 2009, we no longer sell critical care products to Hospira.  The increase in CLAVE and custom infusion set sales was from higher unit sales due to
increased market share through Hospira and from additional orders as they prepare for potential business due to market conditions and switch their IV tubing
from DEHP to non-DEHP material which will conclude in the fourth quarter of 2010.

 
Net sales to domestic distributors/direct in the first nine months of 2010 (including Canada) were $74.5 million compared to $37.7 million in the

first nine months of 2009, an increase of 97%.  The $36.8 million increase was primarily from $23.9 million in higher standard critical care sales, $5.9 million
in higher custom critical care sales and $4.1 million in increased custom infusion set sales.  As a result of our purchase of Hospira’s critical care line, we
ceased selling critical care products to Hospira and began selling the critical care products directly to distributors and through direct sales in September 2009.
The increase in standard and custom critical care sales is primarily due to only one month of sales in the first nine months of 2009 compared to nine months
of sales in the first nine months of 2010.  The increase in custom infusion set sales was due to higher unit volume sales.  The increase in custom infusion set
sales was due to higher unit volume sales.

 
Net sales to international customers (excluding Canada) were $48.2 million in the first nine months of 2010, compared with $32.7 million in the first

nine months of 2009, an increase of 47%.  The $15.5 million increase was primarily from $7.7 million in higher standard critical care sales, $2.5 million in
higher custom critical care sales, $2.0 million in increased CLAVE sales and $1.6 million of increased custom infusion set sales, partially offset by $1.4
million in lower custom oncology sales.  The increase in standard and custom critical care sales is primarily due to only one month of sales in the first nine
months of 2009 compared to nine months of sales in the first nine months of 2010.  The CLAVE and custom infusion set increases are from increased unit
volume due to increased market share and demographic growth.  The decrease in custom oncology sales was due to lower unit volume sales.

 
Product and other revenue:  Net sales of CLAVE products were $72.8 million in the first nine months of 2010 compared to $63.0 million in the first

nine months of 2009, an increase of 16%.  The $9.8 million increase was primarily from higher U.S. Hospira sales and higher international sales from
increased market share and demographic growth and additional Hospira orders as they prepare for potential additional business due to market conditions and
product line changes.

 
Net sales of custom products, were $72.0 million in the first nine months of 2010 compared to $56.4 million in the first nine months of 2009, an

increase of 28%.  The $15.6 million increase was primarily comprised of increased sales of custom infusion sets of $12.5 million and increased custom critical
care product sales of $4.1 million, partially offset by $1.0 million in lower custom oncology set sales.  The unit growth in custom infusion sets was primarily
due to the conversion by certain of our customers from a competitor’s standard sets to our custom systems and product line changes for Hospira.  The increase
in custom critical care sales is due to higher average selling prices and more months of revenue recognized.  Our 2010 sales are to distributors and through
direct sales which are at higher average selling prices than we previously charged to Hospira, which is an OEM.  Also, in 2009, we only recognized custom
critical care sales to Hospira for slightly more than six months, to July 8, 2009, when the asset purchase agreement with Hospira was signed.  September 2009
was the only month that we had distributor and direct sales in the nine months ended September 2009.  The decrease in custom oncology is due to lower unit
sales.
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Standard critical care product sales were $38.6 million in the first nine months of 2010 compared to $24.5 million in the first nine months of 2009,
an increase of 57%.  The $14.1 million increase is due to higher average selling prices and more months of revenue recognized.  Our 2010 sales are to
distributors and through direct sales which are at higher average selling prices than we previously charged to Hospira, which is an OEM.  Also, in 2009, we
only recognized critical care sales to Hospira for slightly more than six months, to July 8, 2009, when the asset purchase agreement with Hospira was signed. 
September 2009 is the only month we had distributor and direct sales in the nine months ended September 30, 2009.

 
Our standard oncology product sales were $5.3 million in the first nine months of 2010 compared to $3.5 million in the first nine months of 2009. 

The $1.8 million increase was from higher sales in all our distribution channels.
 
Other revenue consists of license, royalty and revenue share income and was approximately $0.5 million in the first nine months of 2010 compared

to $0.4 million in the first nine months of 2009.
 
Gross margins for the first nine months of 2010 and 2009 were 45% and 48%, respectively.  The decrease was primarily from critical care integration

costs and higher freight costs, which were partially offset by manufacturing efficiencies at our factories.
 
Selling, general and administrative expenses (“SG&A”) were $57.4 million and 28% of revenues in the first nine months of 2010, compared with

$48.4 million and 30% of revenues in the first nine months of 2009.  The $9.0 million increase was primarily from increased sales compensation and benefits
of $5.3 million, higher sales travel expenses of $1.1 million, higher sales and marketing promotional costs of $3.1 million, including $2.6 million in higher
dealer fees and group purchasing organization fees which were primarily from critical care sales and our agreement with Premier, pre-start-up costs associated
with our Slovakia plant of $1.7 million, increased depreciation and amortization expenses of $0.8 million, and higher stock compensation expense of $0.5
million, partially offset by $2.5 million in lower legal expenses and $0.6 million in lower outside services.  The increase in sales compensation and benefits
and travel expenses is primarily a result of the expansion of our sales workforce by 33 employees from the first nine months of 2009 compared to the first nine
months of 2010 for our critical care products and growth in other products.  The increase in depreciation and amortization was primarily from the
amortization of critical care intangible assets from the 2009 critical care purchase.   The decrease in legal expenses is primarily from lower patent litigation
costs.

 
Research and development expenses (“R&D”) were $2.9 million and 1% of revenue in the first nine months of 2010 compared to $2.0 million and

1% of revenue in the first nine months of 2009.
 
Other income was less than $0.1 million in the first nine months of 2010 compared to $1.0 million in the first nine months of 2009.  The decrease is

primarily due to lower interest income earned because of lower invested balances.
 
Income taxes were accrued at an estimated annual effective tax rate of 36% in the first nine months of 2010 compared to 32% in the first nine

months of 2009.  The rate differed from the statutory corporate rate of 35% principally because of the effect of foreign and state income taxes, tax credits, tax
exempt income and deductions for domestic production activities.

 
Liquidity and Capital Resources
 

During the first nine months of 2010, our cash, cash equivalents and investment securities decreased by $26.2 million.
 
Operating Activities: Our cash provided by operating activities tends to correlate to our operating results; however, it is subject to fluctuations,

principally from the impact of integrating new locations from acquisitions, changes in net income, accounts receivable, inventories and the timing of tax
payments.

 
During the first nine months of 2010, our cash provided by operations was $18.8 million, which was mainly comprised of net income of $20.9

million, depreciation and amortization of $12.8 million, stock compensation expense of $2.6 million and bond premium amortization of $1.1 million,
partially offset by changes in our operating assets and liabilities.  The increase in accounts receivable and decrease in accounts payable were the primarily
contributors to the decrease in cash provided by operating asset and liabilities.

 
Investing Activities:  During the first nine months of 2010, our cash provided by investing activities was $23.3 million.  This was primarily

comprised of net investment sales of $39.5 million and cash received from the sale of a building of $0.9 million, partially offset by cash paid for purchases of
property and equipment of $17.8 million which were primarily for building construction and equipment purchases for our Slovakia plant, expansion of our
manufacturing facility in Mexico and additional molding and machinery in our U.S. and Mexico operations.
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We estimate that our capital expenditures in 2010 will approximate $21.0 million to $23.0 million.  This includes approximately $11.0 to $13.0
million for our Mexico plant expansion, various molds and machinery for our manufacturing operations in the U.S. and $10.0 million for our manufacturing
plant in Slovakia.   We anticipate using our existing cash position to fund these capital expenditures.  Amounts of spending are estimates and actual
spending may substantially differ from those amounts.

 
Financing Activities:  Our cash used by financing activities in the first nine months of 2010 was $25.5 million.  Stock repurchases in the first nine

months of 2010 were $28.6 million.  Cash provided by stock options and the employee stock purchase plan, including tax benefits, was $3.2 million from the
sale of 129,747 shares.  The tax benefits from the exercise of stock options fluctuates based principally on when employees choose to exercise their vested
stock options.

 
In 2010, we completed all but less than $0.1 million of our $55.0 million share repurchase program originally announced in July 2008 and amended

in October 2009, by our Board of Directors. In July 2010, our Board of Directors approved a new share repurchase plan to purchase up to $40.0 million of our
common stock. This plan has no expiration date.

 
We have a substantial cash and investment security position generated from profitable operations and stock sales, principally from the exercise of

employee stock options.  We maintain this position to fund our growth, meet increasing working capital requirements, fund capital expenditures, and to take
advantage of acquisition opportunities that may arise.  Our primary investment goal is principal preservation, as further described below in Part I, Item3.
Quantitative and Qualitative Disclosures about Market Risk.

 
We believe that our existing cash, cash equivalents and investment securities along with funds expected to be generated from future operations will

provide us with sufficient funds to finance our current operations for the next twelve months.  In the event that we experience illiquidity in our investment
securities, downturns or cyclical fluctuations in our business that are more severe or longer than anticipated or if we fail to achieve anticipated revenue and
expense levels, we may need to obtain or seek alternative sources of capital or financing, and we can provide no assurances that the terms of such capital or
financing will be available to us on favorable terms, if at all.

 
Off Balance Sheet Arrangements
 

In the normal course of business, we have agreed to indemnify our officers and directors to the maximum extent permitted under Delaware law and to
indemnify customers as to certain intellectual property matters related to sales of our products.  There is no maximum limit on the indemnification that may
be required under these agreements.  Although we can provide no assurances, we have never incurred, nor do we expect to incur, any material liabilities
associated with this indemnification.

 
Pursuant to the Asset Purchase Agreement with Hospira, we have agreed to indemnify Hospira and its affiliates from certain liabilities arising out of

(i) inaccuracies of our representations and breaches of our warranties; (ii) defaults of our covenants or obligations; (iii) certain assumed obligations; and
(iv) use of the acquired assets after the date of closing.  Most of Hospira’s rights to indemnification will terminate eighteen months after the closing of the
transaction on August 31, 2009, except for liabilities arising out of certain provisions of the asset purchase agreement and liabilities for which notice was
previously provided.  Notwithstanding the foregoing, we are not obligated to indemnify Hospira for any liabilities for which Hospira is obligated to
indemnify us or our affiliates under the MCDA.  Although we can provide no assurances, we do not expect to incur material liabilities arising out of the
indemnification provision of the Asset Purchase Agreement.

 
Contractual Obligations
 

We have contractual obligations, at September 30, 2010, of approximately the amount set forth in the table below. This amount excludes purchase
orders for goods and services for current delivery. The majority of our purchase orders are blanket purchase orders that represent an estimated forecast of
goods and services. We do not have a commitment liability on the blanket purchase orders. Since we do not have the ability to separate out blanket purchase
orders from non-blanket purchase orders for goods and services for current delivery, amounts related to such purchase orders are excluded from the table
below.  We have excluded from the table below pursuant to ASC 740-10-25 (formerly FIN 48), an interpretation of ASC 740-10 (formerly SFAS 109), a
noncurrent liability of $4.4 million due to the high degree of uncertainty regarding the timing of future cash outflows associated with the liabilities.
 

 

(in thousands)
Contractual Obligations

 

Total
 

2010
 

2011
 

2012
Operating leases $ 1,850 $ 226 $ 908 $ 716
Capital purchase obligations 5,366 5,366 — —

$ 7,216 $ 5,592 $ 908 $ 716
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Critical Accounting Policies
 

In our Annual Report on Form 10-K for the year ended December 31, 2009, we identified the critical accounting policies which affect our more
significant estimates and assumptions used in preparing our consolidated financial statements. We have not changed these policies from those previously
disclosed in our Annual Report.

 
New Accounting Pronouncements
 

See Note 2 to Part I, Item I.  Financial Statements.
 

Forward Looking Statements
 

Various portions of this Quarterly Report on Form 10-Q, including this Management’s Discussion and Analysis, describe trends in our business and
finances that we perceive and state some of our expectations and beliefs about our future. These statements about the future are “forward looking statements,”
within the meaning of Section 27A of the Securities Act of 1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended, and we
identify them by using words such as “believe,” “expect,”  “estimate,” “plan,” “will,” “continue,” “could,” “may,” and by similar expressions and statements
about aims, goals and plans. The forward looking statements are based on the best information currently available to us and assumptions that we believe are
reasonable, but we do not intend the statements to be representations as to future results. They include, without limitation, statements about:
 

·                   future operating results and various elements of operating results, including future expenditures on sales and marketing and product
development; future sales and unit volumes of products; deferred revenue; future license, royalty and revenue share income;
production costs; gross margins; litigation expense; SG&A; R&D expense; future costs of expanding our business; income; losses;
cash flow; tax rates; capital expenditures; changes in working capital items such as receivables and inventory; selling prices; and
income taxes;

 
·                   factors affecting operating results, such as reduced dependence on current proprietary products; expansion in international markets,

selling prices; future increases or decreases in sales of certain products and in certain markets and distribution channels; increases in
systems capabilities; introduction, timing and sales of new products; planned increases in marketing; unit manufacturing costs;
establishment of production facilities outside the U.S.; planned new orders for automated assembly machines for new products; the
timing of planned shipments from our plant in Slovakia; costs and timing of the expansion of our manufacturing facility in Mexico;
adequacy of production capacity; results of R&D; our plans to repurchase shares of our common stock; relocation of manufacturing
facilities and personnel; planned increases in the number of personnel; our expectation that sales will shift from medical product
manufacturers to domestic and international distributors and direct sales; effect of expansion of manufacturing facilities on production
efficiencies and resolution of production inefficiencies; the effect of costs to customers and delivery times; business seasonality and
fluctuations in quarterly results; customer ordering patterns and the effects of new accounting pronouncements; and

 
·                   expansion of our custom products business; expected increases in our custom infusion sets, custom critical care and custom oncology

products and importance of these products in the future; our focus on increasing product development, acquisition, sales and marketing
efforts to custom products and similar products; our relationship with Hospira; new or extended contracts with manufacturers and
buying organizations; dependence on a small number of customers; effect of the acquisition of Hospira’s Salt Lake City manufacturing
facility and its critical care product line, including its effect on future revenues from Hospira; the timing of the completion of changes
to Hospira’s products, as well as its affect on our sales; the timing of the transition; growth of our CLAVE products in future years; the
outcome of our strategic initiatives; regulatory approvals and compliance; outcome of litigation; competitive and market factors,
including continuing development of competing products by other manufacturers; consolidation of the healthcare provider market and
our dependence on securing long-term contracts with large healthcare providers and major buying organizations; future repurchases of
our common stock; working capital requirements; liquidity and realizable value of our investment securities; future investment
alternatives; expected capital expenditures; availability of raw materials; foreign currency denominated financial instruments; foreign
exchange risk; commodity price risk; our expectations regarding liquidity and the sufficiency of our capital resources over the next
twelve months; capital expenditures; acquisitions of new product lines, indemnification liabilities and contractual liabilities.
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Forward-looking statements involve certain risks and uncertainties, which may cause actual results to differ materially from those discussed in each
such statement.  First, one should consider the factors and risks described in the statements themselves or otherwise discussed herein. Those factors are
uncertain, and if one or more of them turn out differently than we currently expect, our operating results may differ materially from our current expectations.

 
Second, investors should read the forward looking statements in conjunction with the Risk Factors discussed in Part I, Item 1A of our Annual Report

on Form 10-K with the SEC for the year ended December 31, 2009 and our other reports and registration statements filed with the SEC.  Also, actual future
operating results are subject to other important factors and risks that we cannot predict or control, including without limitation, the following:

 
·                   general economic and business conditions, both in the U.S. and internationally;
 
·                   outcome of litigation;
 
·                   fluctuations in foreign exchange rates and other risks of doing business internationally;
 
·                   increases in labor costs or competition for skilled workers;
 
·                   increases in costs or availability of the raw materials need to manufacture our products;
 
·                   complications arising from the purchase of Hospira’s critical care product line;
 
·                   the effect of price and safety considerations on the healthcare industry;
 
·                   competitive factors, such as product innovation, new technologies, marketing and distribution strength and price erosion;
 
·                   the successful development and marketing of new products;
 
·                   unanticipated market shifts and trends;
 
·                   the impact of legislation affecting government reimbursement of healthcare costs;
 
·                   changes by our major customers and independent distributors in their strategies that might affect their efforts to market our products;
 
·                   the effects of additional governmental regulations;
 
·                   unanticipated production problems; and
 
·                   the availability of patent protection and the cost of enforcing and of defending patent claims.
 

The forward-looking statements in this report are subject to additional risks and uncertainties, including those detailed from time to time in our other
filings with the Securities and Exchange Commission. These forward-looking statements are made only as of the date hereof and, except as required by law,
we undertake no obligation to update or revise any of them, whether as a result of new information, future events or otherwise.

 
Item 3. Quantitative and Qualitative Disclosures about Market Risk
 

We had a portfolio of federal-tax exempt state and municipal government debt securities and certificates of deposit of $16.2 million as of
September 30, 2010.  The securities are all “investment grade”.  As of September 30, 2010, $12.7 million of our investment securities were invested in pre-
refunded and non-pre-refunded municipal securities and $3.5 million were invested in certificates of deposit.  The pre-refunded municipal securities are fully
escrowed by U.S. government Treasury bills with low market risk.

 
Our future earnings are subject to potential increase or decrease because of changes in short-term interest rates. Generally, each one-percentage point

change in the discount rate will cause our overall yield to change by two-thirds to three-quarters of a percentage point, depending upon the relative mix of
federal-tax-exempt securities in our portfolio and market conditions specific to the securities in which we invest.  Two-thirds to three-quarters of a percentage
point change in our earnings on investment securities would create a change of approximately $0.4 million to investment income based on the investment
securities balance at December 31, 2009.
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Foreign currency exchange risk for financial instruments on our balance sheet, which consist of cash, accounts receivable and accounts payable, is
not significant to our financial statements. Sales from the U.S. and Mexico to foreign distributors are all denominated in U.S. dollars. We have manufacturing,
sales and distribution facilities in several countries and we conduct business transactions denominated in various foreign currencies, principally the Euro and
Mexican Peso. A 10% change in the conversion of the Mexican Peso to the U.S. dollar from the average exchange rate we experienced in 2009 and our
manufacturing spending from 2009 would impact our cost of goods sold in 2009 by approximately $1.6 million.  Cash and receivables in those countries
have been insignificant and are generally offset by accounts payable and accruals in the same foreign currency, except for our European operations, where
our net Euro asset position at September 30, 2010 and 2009 were approximately €12.0 million at the end of both periods.  We expect that in the future, with
the growth of our European distribution operation, that net Euro denominated instruments will continue to increase.

 
Our exposure to commodity price changes relates primarily to certain manufacturing operations that use resin. We manage our exposure to changes

in those prices through our procurement and supply chain management practices and the effect of price changes has not been material to date. We are
dependent upon single source for some of our principal raw materials, including resin and silicone, although we believe all such materials and products are
readily available from other suppliers.  Based on our average price for resin in fiscal year 2009, a 10% increase to the price of resin would result in
approximately a $0.6 million change in material cost in 2009.

 
Item 4. Controls and Procedures
 
Disclosure Controls and Procedures
 

Our principal executive officer and principal financial officer have concluded, based on their evaluation of our disclosure controls and procedures
(as defined in Rules 13a-15(e) and 15d-15(e) under the Securities Exchange Act of 1934), as of the end of the period covered by this Report, that our
disclosure controls and procedures are effective to ensure that the information we are required to disclose in the reports that we file or submit under the
Exchange Act is accumulated and communicated to our management, including our principal executive officer and principal financial officer, as appropriate,
to allow timely decisions regarding required disclosure and that such information is recorded, processed, summarized and reported within the time periods
specified in the rules and forms of the SEC.

 
There was no change in our internal control over financial reporting during the quarter ended September 30, 2010 that has materially affected or is

reasonably likely to materially affect our internal control over financial reporting.
 

PART II
OTHER INFORMATION
 
Item 1. Legal Proceedings
 

We have not been required to pay any penalty to the IRS for failing to make disclosures required with respect to certain transactions that have been
identified by the IRS as abusive or that have a significant tax avoidance purpose.

 
In an action filed July 27, 2007 entitled ICU Medical, Inc. v. RyMed Technologies, Inc. (“RyMed”), in the United States District Court for the

District of Delaware, we alleged that RyMed infringes certain of ICU’s patents through the manufacture and sale of certain products, including its InVision-
Plus valves.  We seek monetary damages and injunctive relief and intend to vigorously pursue this matter.  Trial has been scheduled for December 13, 2010.

 
We are from time to time involved in various other legal proceedings, either as a defendant or plaintiff, most of which are routine litigation in the

normal course of business. We believe that the resolution of the legal proceedings in which we are involved will not have a material adverse effect on our
financial position or results of operations.

 
Item 1A. Risk Factors
 
In evaluating an investment in our common stock, investors should consider carefully, among other things, the risk factors previously disclosed in Part I, Item
1A of our Annual Report on Form 10-K filed with the SEC for the year ended December 31, 2009, as well as the information contained in this Quarterly
Report and our other reports and registration statements filed with the SEC.  There have been no material changes in the risk factors as previously disclosed
under “Risk Factors” in Part I, Item 1A of our Annual Report on Form 10-K with the SEC for the year ended December 31, 2009.
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Item 2. Unregistered Sales of Equity Securities and Use of Proceeds
 

In July 2008, our Board of Directors authorized a program to purchase $40.0 million of our common stock.  In October 2009, our Board of Directors
increased the amount that may be purchased under this plan by $15.0 million, bringing the total authorized amount that may be purchased under the plan to
$55.0 million. As of September 30, 2010, all but $54,000 of the $55.0 million authorized had been used.  This plan has no expiration date.

 
In July 2010, our Board of Directors approved a new common stock purchase plan to purchase $40.0 million of our common stock.  This plan has no

expiration date.
 
The following is a summary of our stock repurchasing activity during the third quarter of 2010:

 

Period
Shared

purchased

Average
price paid
per share

 

Shares
purchased as

part of a
publicly

announced
program

 

Approximate
dollar value that

may yet be
purchased under

the program
07/01/2010 — 07/31/2010 — $ — — $ 40,054,000
08/01/2010 — 08/31/2010 — — — 40,054,000
09/01/2010 — 09/30/2010 — — — 40,054,000
Third quarter 2010 total — $ — — 40,054,000
 
Item 5. Other Information
 

On October 15, 2010, we entered into a new form of indemnification agreement (the “Indemnification Agreements”) with our directors and executive
officers that provide for the indemnification of our directors and executive officers, to the fullest extent permitted by the General Corporation Law of the
State of Delaware, against expenses reasonably incurred by such persons in any threatened, pending or completed action, suit, investigation or proceeding in
connection with their service as (i) our director or officer or (ii) as a director, officer, employee or agent of another corporation or of a partnership, joint
venture, trust or other enterprise, including service with respect to employee benefit plans, at our request.  In addition, the Indemnification Agreements
provide for our obligation to advance expenses, under certain circumstances, and provide for procedural protections, including a determination by a
reviewing party whether the indemnitee is permitted to be indemnified under applicable law.  In the Indemnification Agreements, we acknowledge that we
will be the indemnitor of first resort should the indemnitee have rights to indemnification provided by other persons.

 
The foregoing summary of the Indemnification Agreements is a general description only, does not purport to be complete and is qualified in its

entirety by the full text of the form of Indemnification Agreement attached as Exhibit 10.1 hereto, which is incorporated herein by reference.
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Item 6. Exhibits
 
Exhibit 10.1* Form of Indemnification Agreement.
   
Exhibit 31.1 Certification of Chief Executive Officer pursuant to Section 302 of the Sarbanes-Oxley Act of 2002
   
Exhibit 31.2 Certification of Chief Financial Officer pursuant to Section 302 of the Sarbanes-Oxley Act of 2002
   
Exhibit 32.1 Certifications of Chief Executive Officer and Chief Financial Officer pursuant to Section 906 of the Sarbanes-Oxley Act of 2002
   
Exhibit 101.INS XBRL Instance Document
   
Exhibit 101.SCH XBRL Taxonomy Extension Schema Document
   
Exhibit 101.CAL XBRL Taxonomy Extension Calculation Linkbase Document
   
Exhibit 101.DEF XBRL Taxonomy Extension Definition Linkbase Document
   
Exhibit 101.LAB XBRL Taxonomy Extension Label Linkbase Document
   
Exhibit 101.PRE XBRL Taxonomy Extension Presentation Linkbase Document
 

*              Management contract or compensatory plan or other arrangement.
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Signature
 

Pursuant to the requirements of the Securities Exchange Act of 1934, the Registrant has duly caused this report to be signed on its behalf by the
undersigned thereunto duly authorized.

 
ICU Medical, Inc.
 
(Registrant)
   
/s/ Scott E. Lamb Date: October 22, 2010
Scott E. Lamb
Chief Financial Officer
(Principal Financial Officer)
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Exhibit 10.1
 

INDEMNIFICATION AGREEMENT
 

This INDEMNIFICATION AGREEMENT (this “Agreement”) is made and entered into this 15th day of October, 2010 (the “Effective Date”) by and
between ICU Medical, Inc., a Delaware corporation (the “Company”), and                           .

 
WHEREAS, the Company believes it is essential to retain and attract qualified directors and officers;
 
WHEREAS, the Indemnitee is a director and/or officer of the Company;
 
WHEREAS, both the Company and the Indemnitee recognize the increased risk of litigation and other claims being asserted against directors and

officers of public companies;
 
WHEREAS, the Company’s Bylaws (the “Bylaws”) require the Company to indemnify its directors and officers to the extent permitted by the DGCL

(as hereinafter defined);
 
[WHEREAS, the Indemnitee has been serving and intends to continue serving as a director and/or officer of the Company in part in reliance on the

Bylaws](1); [and]
 
WHEREAS, in recognition of the Indemnitee’s need for (i) substantial protection against personal liability based on the Indemnitee’s reliance on the

Bylaws, (ii) specific contractual assurance that the protection promised by the Bylaws will be available to the Indemnitee, regardless of, among other things,
any amendment to or revocation of the Bylaws or any change in the composition of the Company’s Board of Directors (the “Board”) or acquisition
transaction relating to the Company, and (iii) an inducement to continue to provide effective services to the Company as a director and/or officer thereof, the
Company wishes to provide for the indemnification of the Indemnitee and to advance expenses to the Indemnitee to the fullest extent permitted by law and
as set forth in this Agreement, and, to the extent insurance is maintained by the Company, to provide for the continued coverage of the Indemnitee under the
Company’s directors’ and officers’ liability insurance policies; [and]

 
[WHEREAS, the Indemnitee is relying upon the rights afforded under this Agreement in accepting Indemnitee’s position as a director, officer or

employee of the Company;](2)
 
NOW, THEREFORE, in consideration of the premises contained herein and of the Indemnitee continuing to serve the Company directly or, at its

request, with another enterprise, and intending to be legally bound hereby, the parties hereto agree as follows:
 

1.                                      Certain Definitions.
 

(a)                                 A “Change in Control” shall be deemed to have occurred if:
 

(i)                                     any “person,” as such term is used in Sections 13(d) and 14(d) of the Securities Exchange Act of 1934, as amended, and
the rules and regulations thereunder (the

 
1



 
“Exchange Act”), other than (a) a trustee or other fiduciary holding securities under an employee benefit plan of the Company; (b) a corporation owned,
directly or indirectly, by the stockholders of the Company in substantially the same proportions as their ownership of stock of the Company; or (c) any
current beneficial stockholder or group, as defined by Rule 13d-5 of the Exchange Act, including the heirs, assigns and successors thereof, of beneficial
ownership, within the meaning of Rule 13d-3 of the Exchange Act, of securities possessing more than 50% of the total combined voting power of the
Company’s outstanding securities; hereafter becomes the “beneficial owner,” as defined in Rule 13d-3 of the Exchange Act, directly or indirectly, of
securities of the Company representing 20% or more of the total combined voting power represented by the Company’s then outstanding Voting Securities;

 
(ii)                                  during any period of two consecutive years, individuals who at the beginning of such period constitute the Board and

any new director whose election by the Board or nomination for election by the Company’s stockholders was approved by a vote of at least two-thirds of the
directors then in office who either were directors at the beginning of the period or whose election or nomination for election was previously so approved,
cease for any reason to constitute a majority thereof; or

 
(iii)                               the stockholders of the Company approve a merger or consolidation of the Company with any other corporation, other

than a merger or consolidation which would result in the Voting Securities of the Company outstanding immediately prior thereto continuing to represent
(either by remaining outstanding or by being converted into Voting Securities of the surviving entity) at least 80% of the total voting power represented by
the Voting Securities of the Company or such surviving entity outstanding immediately after such merger or consolidation, or the stockholders of the
Company approve a plan of complete liquidation of the Company or an agreement for the sale or disposition by the Company, in one transaction or a series
of transactions, of all or substantially all of the Company’s assets.

 
(b)                                 “DGCL” shall mean the General Corporation Law of the State of Delaware, as the same exists or may hereafter be amended or

interpreted; provided, however, that in the case of any such amendment or interpretation, only to the extent that such amendment or interpretation permits the
Company to provide broader indemnification rights than were permitted prior thereto.

 
(c)                                  “Expense” shall mean attorneys’ fees and all other costs, expenses and obligations paid or incurred in connection with

investigating, defending, being a witness in or participating in (including on appeal), or preparing for any of the foregoing, any Proceeding relating to any
Indemnifiable Event.

 
(d)                                 “Indemnifiable Event” shall mean any event or occurrence that takes place either prior to or after the execution of this Agreement,

related to the fact that the Indemnitee is or was a director or officer of the Company, or is or was serving at the request of the Company as a director, officer,
employee, or agent of another corporation or of a partnership, joint venture, trust or other enterprise, including service with respect to employee benefit plans,
or by reason of anything done or not done by the Indemnitee in any such capacity.
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(e)                                  “Proceeding” shall mean any threatened, pending or completed action, suit, investigation or proceeding, and any appeal thereof,

whether civil, criminal, administrative or investigative and/or any inquiry or investigation, whether conducted by the Company or any other party, that the
Indemnitee in good faith believes might lead to the institution of any such action.

 
(f)                                   “Reviewing Party” shall mean any appropriate person or body consisting of a member or members of the Company’s Board or any

other person or body appointed by the Board (including the special independent counsel referred to in Section 6) who is not a party to the particular
Proceeding with respect to which the Indemnitee is seeking indemnification.

 
(g)                                  “Voting Securities” shall mean any securities of the Company which vote generally in the election of directors.
 

2.                                      Indemnification.  In the event the Indemnitee was or is a party to or is involved (as a party, witness, or otherwise) in any Proceeding by reason of (or
arising in part out of) an Indemnifiable Event, whether the basis of the Proceeding is the Indemnitee’s alleged action in an official capacity as a director or
officer or in any other capacity while serving as a director or officer, the Company shall indemnify the Indemnitee to the fullest extent permitted by the
DGCL against any and all Expenses, liability, and loss (including judgments, fines, ERISA excise taxes or penalties, and amounts paid or to be paid in
settlement, and any interest, assessments, or other charges imposed thereon, and any federal, state, local, or foreign taxes imposed on any director or officer as
a result of the actual or deemed receipt of any payments under this Agreement) (collectively, “Liabilities”) reasonably incurred or suffered by such person in
connection with such Proceeding.  The Company shall provide indemnification pursuant to this Section 2 as soon as practicable, but in no event later than 30
days after it receives written demand from the Indemnitee.  Notwithstanding anything in this Agreement to the contrary and except as provided in Section 5
below, the Indemnitee shall not be entitled to indemnification pursuant to this Agreement (i) in connection with any Proceeding initiated by the Indemnitee
against the Company or any director or officer of the Company unless the Company has joined in or consented to the initiation of such Proceeding or (ii) on
account of any suit in which judgment is rendered against the Indemnitee pursuant to Section 16(b) of the Exchange Act for an accounting of profits made
from the purchase or sale by the Indemnitee of securities of the Company.
 
3.                                      Advancement of Expenses.  The Company shall advance Expenses to the Indemnitee within 30 business days of such request (an “Expense
Advance”); provided, however, that if required by applicable corporate laws such Expenses shall be advanced only upon delivery to the Company of an
undertaking by or on behalf of the Indemnitee to repay such amount if it is ultimately determined that the Indemnitee is not entitled to be indemnified by the
Company; and provided further, that the Company shall make such advances only to the extent permitted by law.  Expenses incurred by the Indemnitee
while not acting in his/her capacity as a director or officer, including service with respect to employee benefit plans, may be advanced upon such terms and
conditions as the Board, in its sole discretion, deems appropriate.
 
4.                                      Review Procedure for Indemnification.  Notwithstanding the foregoing, (i) the obligations of the Company under Sections 2 and 3 above shall be
subject to the condition that the Reviewing Party shall not have determined (in a written opinion, in any case in which the
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special independent counsel referred to in Section 6 hereof is involved) that the Indemnitee would not be permitted to be indemnified under applicable law,
and (ii) the obligation of the Company to make an Expense Advance pursuant to Section 3 above shall be subject to the condition that, if, when and to the
extent that the Reviewing Party determines that the Indemnitee would not be permitted to be so indemnified under applicable law, the Company shall be
entitled to be reimbursed by the Indemnitee (who hereby agrees to reimburse the Company) for all such amounts theretofore paid; provided, however, that if
the Indemnitee has commenced legal proceedings in a court of competent jurisdiction pursuant to Section 5 below to secure a determination that the
Indemnitee should be indemnified under applicable law, any determination made by the Reviewing Party that the Indemnitee would not be permitted to be
indemnified under applicable law shall not be binding and the Indemnitee shall not be required to reimburse the Company for any Expense Advance until a
final judicial determination is made with respect thereto (as to which all rights of appeal therefrom have been exhausted or have lapsed).  The Indemnitee’s
obligation to reimburse the Company for Expense Advances pursuant to this Section 4 shall be unsecured and no interest shall be charged thereon.  The
Reviewing Party shall be selected by the Board, unless there has been a Change in Control, other than a Change in Control which has been approved by a
majority of the Company’s Board who were directors immediately prior to such Change in Control, in which case the Reviewing Party shall be the special
independent counsel referred to in Section 6 hereof.
 
5.                                      Enforcement of Indemnification Rights.  If the Reviewing Party determines that the Indemnitee substantively would not be permitted to be
indemnified in whole or in part under applicable law, or if the Indemnitee has not otherwise been paid in full pursuant to Sections 2 and 3 above within
30 days after a written demand has been received by the Company, the Indemnitee shall have the right to commence litigation in any court in the State of
Delaware having subject matter jurisdiction thereof and in which venue is proper to recover the unpaid amount of the demand (an “Enforcement Proceeding”)
and, if successful in whole or in part, the Indemnitee shall be entitled to be paid any and all Expenses in connection with such Enforcement Proceeding.  The
Company hereby consents to service of process for such Enforcement Proceeding and to appear in any such Enforcement Proceeding.  Any determination by
the Reviewing Party otherwise shall be conclusive and binding on the Company and the Indemnitee.
 
6.                                      Change in Control.  The Company agrees that if there is a Change in Control of the Company, other than a Change in Control which has been
approved by a majority of the Company’s Board who were directors immediately prior to such Change in Control, then with respect to all matters thereafter
arising concerning the rights of the Indemnitee to indemnity payments and Expense Advances under this Agreement or any other agreement or under
applicable law or the Company’s Certificate of Incorporation or Bylaws now or hereafter in effect relating to indemnification for Indemnifiable Events, the
Company shall seek legal advice only from special independent counsel selected by the Indemnitee and approved by the Company, which approval shall not
be unreasonably withheld.  Such special independent counsel shall not have otherwise performed services for the Company or the Indemnitee, other than in
connection with such matters, within the last five years.  Such independent counsel shall not include any person who, under the applicable standards of
professional conduct then prevailing, would have a conflict of interest in representing either the Company or the Indemnitee in an action to determine the
Indemnitee’s rights under this Agreement.  Such counsel, among other
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things, shall render its written opinion to the Company and the Indemnitee as to whether and to what extent the Indemnitee would be permitted to be
indemnified under applicable law.  The Company agrees to pay the reasonable fees of the special independent counsel referred to above and to indemnify
fully such counsel against any and all expenses (including attorneys’ fees), claims, liabilities and damages arising out of or relating to this Agreement or the
engagement of special independent counsel pursuant to this Agreement.
 
7.                                      Partial Indemnity.  If the Indemnitee is entitled under any provision of this Agreement to indemnification by the Company for some or a portion of
the Expenses and Liabilities, but not, however, for all of the total amount thereof, the Company shall nevertheless indemnify the Indemnitee for the portion
thereof to which the Indemnitee is entitled.  Moreover, notwithstanding any other provision of this Agreement, to the extent that the Indemnitee has been
successful on the merits or otherwise in defense of any or all Proceedings relating in whole or in part to an Indemnifiable Event or in defense of any issue or
matter therein, including dismissal without prejudice, the Indemnitee shall be indemnified against all Expenses incurred in connection therewith.  In
connection with any determination by the Reviewing Party or otherwise as to whether the Indemnitee is entitled to be indemnified hereunder, the burden of
proof shall be on the Company to establish that the Indemnitee is not so entitled.
 
8.                                      Non-exclusivity.  The rights of the Indemnitee hereunder shall be in addition to any other rights the Indemnitee may have under any statute,
provision of the Company’s Certificate of Incorporation or Bylaws, vote of stockholders or disinterested directors or otherwise, both as to action in an official
capacity and as to action in another capacity while holding such office.  To the extent that a change in the DGCL permits greater indemnification by
agreement than would be afforded currently under the Company’s Certificate of Incorporation and Bylaws and this Agreement, it is the intent of the parties
hereto that the Indemnitee shall enjoy by this Agreement the greater benefits so afforded by such change.
 
9.                                      Liability Insurance.  To the extent the Company maintains an insurance policy or policies providing directors’ and officers’ liability insurance, the
Indemnitee shall be covered by such policy or policies, in accordance with its or their terms, to the maximum extent of the coverage available for any director
or officer of the Company.
 
10.                               Settlement of Claims.  The Company shall not be liable to indemnify the Indemnitee under this Agreement (a) for any amounts paid in settlement of
any action or claim effected without the Company’s written consent, which consent shall not be unreasonably withheld; or (b) for any judicial award if the
Company was not given a reasonable and timely opportunity, at its expense, to participate in the defense of such action.
 
11.                               No Presumption.  For purposes of this Agreement, to the fullest extent permitted by law, the termination of any Proceeding, action, suit or claim, by
judgment, order, settlement (whether with or without court approval) or conviction, or upon a plea of nolo contendere, or its equivalent, shall not create a
presumption that the Indemnitee did not meet any particular standard of conduct or have any particular belief or that a court has determined that
indemnification is not permitted by applicable law.
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12.                               Period of Limitations.  No legal action shall be brought and no cause of action shall be asserted by or on behalf of the Company or any affiliate of
the Company against the Indemnitee, the Indemnitee’s spouse, heirs, executors or personal or legal representatives after the expiration of two years from the
date of accrual of such cause of action, or such longer period as may be required by state law under the circumstances, and any claim or cause of action of the
Company or its affiliate shall be extinguished and deemed released unless asserted by the timely filing of a legal action within such period; provided,
however, that if any shorter period of limitations is otherwise applicable to any such cause of action, such shorter period shall govern.
 
13.                               Amendment of this Agreement.  No supplement, modification or amendment of this Agreement shall be binding unless executed in writing by both
of the parties hereto.  No waiver of any of the provisions of this Agreement shall be deemed or shall constitute a waiver of any other provisions hereof
(whether or not similar), nor shall such waiver constitute a continuing waiver.  Except as specifically provided herein, no failure to exercise or any delay in
exercising any right or remedy hereunder shall constitute a waiver thereof.
 
14.                               Primacy of Indemnification.  Notwithstanding that the Indemnitee may have certain rights to indemnification, advancement of expenses and/or
insurance provided by other persons (collectively, the “Other Indemnitors”), the Company:  (i) shall be the indemnitor of first resort (i.e., its obligations to the
Indemnitee are primary and any obligation of the Other Indemnitors to advance expenses or to provide indemnification for the same expenses or liabilities
incurred by the Indemnitee are secondary); and (ii) shall be required to advance the full amount of expenses incurred by the Indemnitee and shall be liable for
the full amount of all Expenses, without regard to any rights the Indemnitee may have against any of the Other Indemnitors.  No advancement or payment by
the Other Indemnitors on behalf of the Indemnitee with respect to any claim for which the Indemnitee has sought indemnification from the corporation shall
affect the immediately preceding sentence, and the Other Indemnitors shall have a right of contribution and/or be subrogated to the extent of such
advancement or payment to all of the rights of recovery of the Indemnitee against the Company.  The Company and the Indemnitee agree that the Other
Indemnitors are express third party beneficiaries of the terms of this Section 14.
 
15.                               Subrogation.  In the event of payment under this Agreement, the Company shall be subrogated to the extent of such payment to all of the rights of
recovery of the Indemnitee (other than against the Other Indemnitors), who shall execute all papers required and shall do everything that may be necessary to
secure such rights, including the execution of such documents necessary to enable the Company effectively to bring suit to enforce such rights.
 
16.                               No Duplication of Payments.  Except as otherwise set forth in Section 14 above, the Company shall not be liable under this Agreement to make any
payment in connection with any claim made against Indemnitee to the extent the Indemnitee has otherwise actually received payment (under any insurance
policy, Bylaw, vote, agreement or otherwise) of the amounts otherwise indemnifiable hereunder.
 
17.                               Binding Effect.  This Agreement shall be binding upon and inure to the benefit of and be enforceable by the parties hereto and their respective
successors, assigns, including any direct or indirect successor by purchase, merger, consolidation or otherwise to all or substantially all of the business and/or
assets of the Company, spouses, heirs, and personal and legal representatives. 
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The Company shall require and cause any successor (whether direct or indirect by purchase, merger, consolidation or otherwise) to all, substantially all, or a
substantial part, of the business and/or assets of the Company, by written agreement in form and substance satisfactory to the Indemnitee, expressly to assume
and agree to perform this Agreement in the same manner and to the same extent that the Company would be required to perform if no such succession had
taken place.  This Agreement shall continue in effect regardless of whether the Indemnitee continues to serve as a director or officer of the Company or of any
other enterprise at the Company’s request.
 
18.                               Severability.  The provisions of this Agreement shall be severable in the event that any of the provisions hereof (including any provision within a
single section, paragraph or sentence) is held by a court of competent jurisdiction to be invalid, void or otherwise unenforceable, and the remaining
provisions shall remain enforceable to the fullest extent permitted by law.  Furthermore, to the fullest extent possible, the provisions of this Agreement
(including, without limitation, each portion of this Agreement containing any provision held to be invalid, void or otherwise unenforceable, that is not itself
invalid, void or unenforceable) shall be construed so as to give effect to the intent manifested by the provision held invalid, illegal or unenforceable.
 
19.                               Governing Law.  This Agreement shall be governed by and construed and enforced in accordance with the laws of the State of Delaware applicable
to contracts made and to be performed in such State without giving effect to the principles of conflicts of laws.
 
20.                               Counterparts.  This Agreement may be executed in one or more counterparts, each of which shall be deemed an original, but all of which together
shall constitute one and the same instrument.
 
21.                               Notices.  All notices, demands, and other communications required or permitted hereunder shall be made in writing and shall be deemed to have
been duly given if delivered by hand, against receipt, or mailed, postage prepaid, certified or registered mail, return receipt requested, and addressed to the
Company at:
 

ICU Medical, Inc.
Attention:                           
951 Calle Amanecer
San Clemente, CA 92673
 

and to the Indemnitee at:
                                            
                                            
                                            
                                            

 
Notice of change of address shall be effective only when done in accordance with this Section.  All notices complying with this Section shall be

deemed to have been received on the date of delivery or on the third business day after mailing.
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IN WITNESS WHEREOF, the parties hereto have duly executed and delivered this Agreement as of the day first set forth above.
 

THE COMPANY:
   

ICU MEDICAL, INC.
   
   

By:
   

Name:
   

Title:
   
   

INDEMNITEE:
   
   
   

Signature
   
   

Print Name:
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Exhibit 31.1
 

CERTIFICATION OF CHIEF EXECUTIVE OFFICER PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002
 
I, George A. Lopez, certify that:
 

1.            I have reviewed this quarterly report on Form 10-Q of ICU Medical, Inc.:
 
2.            Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to

make the statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this
report;

 
3.            Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material

respects the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;
 
4.            The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined

in Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for
the registrant and have:

 
a)                                      Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision,

to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within
those entities, particularly during the period in which this report is being prepared;

 
b)                                     Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our

supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles;

 
c)                                      Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the

effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and
 
d)                                     Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most

recent fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely
to materially affect, the registrant’s internal control over financial reporting; and

 
5.            The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial

reporting, to the registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):
 

a)              All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

 
b)             Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal

control over financial reporting.
 

Date: October 22, 2010 /s/ George A. Lopez, M.D.
Chief Executive Officer

 



Exhibit 31.2
 

CERTIFICATION OF CHIEF FINANCIAL OFFICER PURSUANT TO SECTION 302 OF THE SARBANES-OXLEY ACT OF 2002
 
I, Scott E. Lamb, certify that:
 

1.    I have reviewed this quarterly report on Form 10-Q of ICU Medical, Inc.:
 
2.    Based on my knowledge, this report does not contain any untrue statement of a material fact or omit to state a material fact necessary to make the

statements made, in light of the circumstances under which such statements were made, not misleading with respect to the period covered by this report;
 
3.    Based on my knowledge, the financial statements, and other financial information included in this report, fairly present in all material respects

the financial condition, results of operations and cash flows of the registrant as of, and for, the periods presented in this report;
 
4.    The registrant’s other certifying officer and I are responsible for establishing and maintaining disclosure controls and procedures (as defined in

Exchange Act Rules 13a-15(e) and 15d-15(e)) and internal control over financial reporting (as defined in Exchange Act Rules 13a-15(f) and 15d-15(f)) for the
registrant and have:

 
a)              Designed such disclosure controls and procedures, or caused such disclosure controls and procedures to be designed under our supervision,

to ensure that material information relating to the registrant, including its consolidated subsidiaries, is made known to us by others within
those entities, particularly during the period in which this report is being prepared;

 
b)             Designed such internal control over financial reporting, or caused such internal control over financial reporting to be designed under our

supervision, to provide reasonable assurance regarding the reliability of financial reporting and the preparation of financial statements for
external purposes in accordance with generally accepted accounting principles;

 
c)              Evaluated the effectiveness of the registrant’s disclosure controls and procedures and presented in this report our conclusions about the

effectiveness of the disclosure controls and procedures, as of the end of the period covered by this report based on such evaluation; and
 
d)             Disclosed in this report any change in the registrant’s internal control over financial reporting that occurred during the registrant’s most

recent fiscal quarter (the registrant’s fourth fiscal quarter in the case of an annual report) that has materially affected, or is reasonably likely
to materially affect, the registrant’s internal control over financial reporting; and

 
5.    The registrant’s other certifying officer and I have disclosed, based on our most recent evaluation of internal control over financial reporting, to

the registrant’s auditors and the audit committee of the registrant’s board of directors (or persons performing the equivalent functions):
 

a)              All significant deficiencies and material weaknesses in the design or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant’s ability to record, process, summarize and report financial information; and

 
b)             Any fraud, whether or not material, that involves management or other employees who have a significant role in the registrant’s internal

control over financial reporting.
 

Date: October 22, 2010 /s/ Scott E. Lamb
Chief Financial Officer

 



Exhibit 32.1
 

CERTIFICATION OF CHIEF EXECUTIVE OFFICER
PURSUANT TO

18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
 

In connection with the Quarterly Report of ICU Medical, Inc. (the “Company”) on Form 10-Q for the period ended September 30, 2010 as filed with the
Securities and Exchange Commission on the date hereof (the “Report”), I, George A. Lopez, Chief Executive Officer, certify, pursuant to 18 U.S.C. § 1350, as
adopted pursuant to § 906 of the Sarbanes-Oxley Act of 2002, that:
 
(1) The Report fully complies with the requirements of section 13(a) or 15(d) of the Securities Exchange Act of 1934; and
 
(2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.

 
October 22, 2010 /s/ George A. Lopez, M.D.

George A. Lopez, M.D.
 

CERTIFICATION OF CHIEF FINANCIAL OFFICER
PURSUANT TO

18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO

SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002
 

In connection with the Quarterly Report of ICU Medical, Inc. (the “Company”) on Form 10-Q for the period ended September 30, 2010 as filed with the
Securities and Exchange Commission on the date hereof (the “Report”), I, Scott E. Lamb, Chief Financial Officer, certify pursuant to 18 U.S.C. § 1350, as
adopted pursuant to § 906 of the Sarbanes-Oxley Act of 2002, that:
 
(1) The Report fully complies with the requirements of section 13(a) or 15(d) of the Securities Exchange Act of 1934; and
 
(2) The information contained in the Report fairly presents, in all material respects, the financial condition and results of operations of the Company.

 
October 22, 2010 /s/ Scott E. Lamb

Scott E. Lamb
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