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INFORMATION RELATING TO FORWARD-LOOKING STATEMENTS 

This Annual Report on Form 10-KSB includes forward-looking statements within the meaning of Section 21E of the Securities Exchange 
Act of 1934. These forward-looking statements involve a number of risks and uncertainties. Such forward-looking statements include 
statements about our strategies, intentions, expectations, goals, objectives, discoveries, collaborations, preclinical and clinical programs, 
and our future achievements. These forward-looking statements can generally be identified as such because the context of the statement 
will include words such as “may,” “will,” “intends,” “plans,” “believes,” “anticipates,” “expects,” “estimates,” “predicts,” “potential,” 
“continue,” or “opportunity,” the negative of these words or words of similar import. For such statements, we claim the protection of the 
Private Securities Litigation Reform Act of 1995. Readers of this Annual Report on Form 10-KSB are cautioned not to place undue 
reliance on these forward-looking statements, which speak only as of the date on which they are made. These forward-looking statements 
are based largely on our expectations and projections about future events and future trends affecting our business, and are subject to risks 
and uncertainties that could cause actual results to differ materially from those anticipated in the forward-looking statements. Important 
factors that could cause actual results to differ materially from those in these forward-looking statements are disclosed in this Annual 
Report on Form 10-KSB, including, without limitation, those discussions under “RISK FACTORS” in “Item 1. Business”. In addition, 
past financial and/or operating performance is not necessarily a reliable indicator of future performance and you should not use our 
historical performance to anticipate results or future period trends. We can give no assurances that any of the events anticipated by the 
forward-looking statements will occur or, if any of them do, what impact they will have on our results of operations and financial 
condition. Except as required by law, we undertake no obligation to publicly revise our forward-looking statements to reflect events or 
circumstances that arise after the filing of this Form 10-KSB or documents incorporated by reference herein that include forward-looking 
statements. 

In this Annual Report on Form 10-KSB, “Ortec,” “we,” “us” and “our” refer to Ortec International, Inc. and our wholly owned subsidiary, 
Orcel LLC, unless the context otherwise provides. 

PART I 

    

Item 1. DESCRIPTION OF BUSINESS 

Overview 

We are a development stage tissue engineering company with core competencies in cell culturing, biology and biomaterials. We have 
developed a proprietary and patented technology that we call OrCel ® (ORCEL), which is used to stimulate the repair and regeneration of 
human skin. ORCEL is a two-layered tissue engineered dressing that consists of human derived skin cells, both dermal and epidermal, 
supported within a porous collagen matrix. The composite matrix is seeded with keratinocytes (epidermal cells) and fibroblasts (dermal 
cells). When ORCEL is applied to the wound site, it produces a mix of growth factors that stimulates wound closure. 

Our primary target patient populations for the use of ORCEL are persons with venous stasis and diabetic foot ulcers, which we believe are 
large potential markets for the use of ORCEL. We also believe that ORCEL may have applications for cosmetic surgery, and other types 
of chronic and acute wounds. 

We have developed the technology for the cryopreservation of ORCEL without diminishing its effectiveness. Cryopreservation is the 
freezing of our product to give it an extended shelf life. Currently, ORCEL has a shelf life of no less than seven months, as opposed to 
only a few days with the non-cryopreserved product. We believe that the longer shelf life will reduce the cost per unit of producing 
ORCEL as well as provide us with a marketing advantage over non-frozen competitive products. 

In 2001, the FDA granted our application for the commercial sale of the fresh form of ORCEL for the treatment of donor site wounds. A 
donor site wound is created in an area of the patient’s body from which the patient’s skin was taken to cover a wound at another part of 
such patient’s body. In 2001, the FDA also granted our application for the commercial sale of the fresh form of ORCEL for use on 
patients with recessive dystrophic epidermolysis bullosa undergoing hand reconstruction, as well as to treat the donor site wounds created 
during the surgery. Recessive dystrophic epidermolysis bullosa is a condition in which a newborn infant’s skin instantly blisters and can 
peel off at the slightest touch and leave painful ulcerations and permanent scarring resulting in deformity of the hands and feet. 
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From December 2001 through December 2002, our gross revenues from the sale of ORCEL, using a limited contracted sales force, were 
$265,665. We discontinued our sales efforts and the manufacture of fresh ORCEL for commercial sale preferring to use our limited 
financial resources for the completion of our clinical trial for the use of cryopreserved ORCEL in the treatment of venous stasis ulcers. 
Based on published information we believe that the use of ORCEL for the treatment of patients suffering from venous stasis ulcers, and of 
patients suffering from diabetic foot ulcers, each represents a significantly larger potential market than the use of ORCEL for the 
treatment of donor site wounds or epidermolysis bullosa. 

We completed a pivotal clinical trial for the use of ORCEL in its cryopreserved form for the treatment of venous stasis ulcers. Venous 
stasis ulcers are open lesions on the legs which result from the poor circulation of the blood returning from the legs to the heart. In 
February 2004, we filed with the Food and Drug Administration (FDA) our application for clearance to market ORCEL for the treatment 
of venous stasis ulcers. In the process of reviewing our application the FDA requested clarification of the various information provided by 
us. After a number of meetings we had with the FDA’s staff and additional submissions we made to the FDA, on April 25, 2005 the FDA 
advised us that although our cryopreserved ORCEL showed promise for the effective treatment of venous stasis ulcers, additional clinical 
data would be required to demonstrate reasonable assurance of the safety and effectiveness of cryopreserved ORCEL in treating patients 
with venous stasis ulcers, before the FDA would clear ORCEL for commercial sales for such treatments. The clinical data from the pivotal 
trial of 136 patients submitted to the FDA showed that in 60 patients who had typical venous ulcers (defined as those ulcers with partial or 
full-thickness ulcers in which the wound base is visible and the ulcer extends through the dermis but not into the subcutaneous tissue to 
fascia, muscle or bone), 59% of the ORCEL treated patients achieved wound closure versus 36% of the patients who received the standard 
of care treatment. The FDA agreed that data of these 60 patients would be combined with that of the 60 patients to be enrolled in a 
confirmatory clinical trial and the combined results will be analyzed using Bayesian statistics. We obtained FDA approval for our 
confirmatory trial protocol in mid July 2005 and began the confirmatory trial in mid August 2005. We expect to complete enrollment for 
this clinical trial no later than April 2006. When the clinical trial is completed we will work towards obtaining regulatory clearance for 
commercial sales of cryopreserved ORCEL to treat venous stasis ulcers. 

We have deferred conducting a pivotal clinical trial for the use of ORCEL in the treatment of diabetic foot ulcers until after FDA 
determination of whether we may make commercial sales of cryopreserved ORCEL to treat venous stasis ulcers. We completed a pilot 
clinical trial for the use of ORCEL, in its fresh, not cryopreserved, form in the treatment of diabetic foot ulcers in the latter part of 2001. 
The results of that clinical trial showed a 75% improvement over the standard of care as well as a daily healing rate that was twice as fast 
as the standard of care, for those patients treated with ORCEL. On January 6, 2005, we submitted a modified protocol to the FDA for the 
conduct of a clinical trial of cryopreserved ORCEL to treat diabetic foot ulcers. In February 2005, the FDA completed a review of our 
modified protocol and gave us permission to initiate a pivotal trial evaluating cryopreserved ORCEL in the treatment of diabetic foot 
ulcers. We expect to initiate patient enrollment for the diabetic foot ulcers pivotal clinical trial shortly after receiving FDA clearance for 
commercial sales of ORCEL in the treatment of venous stasis ulcers. We expect that the diabetic foot ulcers clinical trial will be 
conducted at up to 25 clinical centers and involve up to approximately 200 patients. 

We have a Cell Therapy Manufacturing Agreement with Cambrex Bio Science Walkersville, Inc., a subsidiary of Cambrex Corporation 
(Cambrex), for Cambrex to produce ORCEL for us in Cambrex’ production facilities in Walkersville, Maryland. Cambrex is experienced 
in producing cell based medical products such as ORCEL. Having Cambrex produce ORCEL for us alleviated the need for us to build and 
equip our own production and distribution facility, thus avoiding a large capital outlay, and we believe is otherwise more cost effective for 
us. We have also entered into a Sales Agency Agreement with Cambrex for Cambrex to be the exclusive distributor of ORCEL in the 
United States, Canada and Mexico. Our sales agency agreement with Cambrex requires Cambrex to spend $4,000,000 in a sixteen month 
period to create a dedicated sales force for, and otherwise to arrange for the sale of ORCEL. That agreement also provides us with the 
major share of revenues from the sale of ORCEL, a dedicated sales force, and an amendment to our Cell Therapy Manufacturing 
Agreement with Cambrex resulting in a $1,500,000 reduction in the amount we were required to contribute to building a larger production 
facility. We believe that our production and sales agreements with Cambrex will enable us to begin commercial sales of ORCEL in the 
United States shortly after, and if, we get clearance from the FDA to begin commercial sales of cryopreserved ORCEL for the treatment 
of venous stasis ulcers. During 2005, Cambrex further supported our efforts both through a $200,000 investment in the January 2005 
private placement and in agreeing to accept our common stock and warrants in exchange for approximately $800,000 of production suite 
charges for the period May through October 2005. As of March 20, 2006, the common stock and warrants exchanged for the production 
suite charges in 2005 
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had not been issued. Additionally, for the period January through June 2006, Cambrex has agreed to accept our common stock and 
warrants in exchange for approximately $800,000 of production suite charges. 

While our immediate focus continues to be the commercialization of our core technology for chronic wounds and wound management, we 
continue to look at opportunities in which we can leverage our cell culturing biomaterials and regulatory knowledge and expertise to 
broaden our potential sources of revenue. 

In October 2004 we entered into a collaboration agreement with Hapto Biotech Inc. (Hapto). Hapto is a privately-held company involved 
in the field of tissue engineering focused on the development of two proprietary fibrin derived platform technologies: Fibrin Micro Beads 
(FMB’s) and Fibrin based peptides (Haptides ™ ), which have demonstrated the ability to optimize the recovery, potential delivery and 
therapeutic value of adult stem cells. Hapto’s research indicates that FMB’s have the ability to efficiently recover adult stem cells from 
mixed cell populations, as well as allow for their growth, proliferation and potential reimplantation into the patient. Hapto’s research also 
indicates that Haptides ™ have the ability to enhance cell attraction and attachment, as well as effect cellular internalization of 
macromolecules and nanoparticles, allowing for the potential development of products for the stem cell, tissue regeneration and tissue 
augmentation, gene therapy and drug delivery markets. The objective of the collaboration entered into in October 2004 was to combine 
our proprietary collagen biomaterial and know how with Haptides ™ to develop a non cellular peptide based collagen biomaterial which 
could promote the attraction and attachment of healthy cells within the patient’s body in regenerating new tissue or repairing wounds. The 
collaboration’s pre-clinical animal studies with this biomaterial showed promising results. Based on these promising results and the 
potential of the FMB’s technology, on December 15, 2005, we executed a non-binding letter of intent to acquire Hapto, and all its fibrin 
based technology and intellectual property. On April 14, 2006, we completed the acquisition of Hapto after the acquisition was approved 
by Hapto’ shareholders and we received commitments for over $6,000,000 from a private placement sale of our equity securities. The 
receipt of such gross proceeds was a condition for the closing of our acquisition of Hapto. For such acquisition we issued to the Hapto 
shareholders a total of 30,860,000 shares of our common stock and warrants to purchase an additional 3,000,000 shares at $0.30 per share. 
Rodman & Renshaw, LLC served as our advisor for this acquisition. On April 17, 2006, we completed the above private placement sale of 
our equity securities for aggregate proceeds of $6,176,000. 

Hapto has not conducted any human clinical trials to determine the safety and effectiveness in using FMB’s or Haptides to treat human 
medical conditions. Hapto has performed research on the potential use of FMB’s and Haptides in animal tests and in vitro testing and this 
data has been published. Hapto’s research is conducted in Israel. 

We believe that our experience and knowledge in the areas of cell biology, biomaterials and tissue regeneration provide a platform from 
which we can effectively expand our focus to include the development of stem cell and regenerative medicine products. In anticipation of 
receiving FDA approval during the next year to begin marketing our ORCEL product for the treatment of venous leg ulcers, we believe 
we should identify our future growth opportunities. Adding Hapto’s technologies to our product and technology puts us in the growing 
field of stem cells and regenerative medicine. We believe Hapto’s technologies and focus present an attractive opportunity for us and our 
shareholders. 

Ortec was organized in 1991 under the laws of the State of Delaware for the purpose of acquiring, developing, testing and marketing our 
skin replacement product. Our executive offices are located at 3960 Broadway, New York, New York, and our telephone number is (212) 
740-6999. Our website address is www.ortecinternational.com. 

The Product 

ORCEL is produced from cells derived from infant foreskins obtained during routine circumcisions. The immature, neonatal cells are 
highly reproductive and provide enhanced proliferation and rapid remodeling of the human skin. We separate the epidermis from the 
dermis and treat each of these layers to release individual keratinocyte (epidermal) and fibroblast (dermal) cells, which are the primary 
cellular components of human skin. We grow the fibroblast and keratinocyte cells in cultures in large quantities, then freeze and store 
them as a cell bank, ready for use. Prior to the use of each cell line, we conduct extensive testing and screening in accordance with current 
FDA guidelines to ensure that the cells are free of presence of bacterial contaminants, viruses, pathogens, tumorigenicity or other 
transmittable diseases. We then apply the dermal fibroblast cells to a proprietary, cross-linked bovine collagen sponge to form the dermal 
layer matrix and we grow the epidermal keratinocyte cells on a separate non-porous layer of collagen. We then incubate and supply this 
composite matrix with the proper nutrients to allow the cells to multiply and for the fibroblasts to permeate inside and anchor to the 
porous collagen sponge. The top layers 
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of keratinocyte cells and bottom layers of fibroblast cells in the collagen matrix, together constitute our proprietary ORCEL. 

Original Research 

Dr. Mark Eisenberg, a physician in Sydney, Australia, developed our technology. Dr. Eisenberg is a director and one of our founders. He 
has been involved in biochemical and clinical research at the University of New South Wales in Australia for over twenty-five years, 
focusing primarily on treating the symptoms of epidermolysis bullosa. In 1987, through his work on epidermolysis bullosa, Dr. Eisenberg 
first succeeded in growing epidermal layers of human skin, which he successfully applied as an allograft on an epidermolysis bullosa 
patient. An allograft is a transplant other than with the patient’s own skin. Dr. Eisenberg continued his research which eventually led to 
the development of ORCEL: a tissue-engineered dressing which consists of both the dermal and epidermal layers. 

Government Regulation 

We are subject to extensive government regulation. Products for human treatment are subject to rigorous pre-clinical and clinical testing 
procedures as a condition for clearance by the FDA and by similar authorities in foreign countries prior to commercial sale. Upon the 
completion of our current confirmatory clinical trial evaluating ORCEL for treatment of venous stasis ulcers we will again submit our 
PMA application to the FDA to determine whether we may make commercial sales of our product to treat venous stasis ulcers. However, 
it is not possible for us to determine whether the results from our human clinical trial will be sufficient to obtain FDA clearance. 

The FDA Clearance Process 

Pursuant to the Federal Food Drug and Cosmetic Act and regulations promulgated thereunder, the FDA regulates the manufacture, 
distribution and promotion of medical devices in the United States. ORCEL is considered by the FDA to be a medical device and is 
therefore regulated by the Center for Device and Radiological Health. We must receive pre-market clearance from the FDA for any 
commercial sale of our product. Before receiving such clearance we must provide proof in human clinical trials of the safety and efficacy 
of ORCEL. Pre-market clearance is a lengthy and expensive process. 

The steps in the FDA clearance process may be summarized as follows: 

    

• The sponsor (such as Ortec) prepares a protocol which sets forth in detail all aspects of the proposed clinical trial. The 
information includes the number of patients to be treated, the number of sites (hospitals and clinics) at which the patients in 
the clinical trial are to be treated, the then current standard of care with which the patients in the control group (in 
comparable medical condition as the patients to be treated with the medical device which is the subject of the clinical trial) 
are to be treated, the treatment frequency and the statistical plan that will be utilized to analyze the data derived from the 
clinical trial. 

    
• The protocol also has to establish the safety of the use of the medical device to be studied in the trial. Safety can be 

established in a number of ways. One is by showing the results of use of the medical device in treatments in other clinical 
trials, in hospital approved treatments elsewhere in the world or by use in animal clinical trials and/or in an FDA cleared 
“pilot” clinical trial in which far fewer patients are treated than in the definitive “pivotal” clinical trial. 

    
• The sponsor submits the protocol to the FDA. 
    
• The FDA staff gives their comments, objections and requirements on the submitted protocol. 
    
• The sponsor redrafts the protocol and otherwise responds to the FDA’s comments. 
    
• The sponsor recruits hospitals and clinics as sites at which the patients in the study are to be treated. Such recruitment begins 

with or prior to the preparation of the protocol. 
    
• After the FDA clears the protocol the trial sites and the sponsor recruit the patients to be treated in the study. 
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• The patients are treated at not more than the number of trial sites specified in the protocol. One half of the patients are 
treated with the medical device being studied and the other half, the control group, with the then current standard of care for 
treatment of the same medical condition. 

    
• The sites follow up each treated patient (for the period and the number of times provided in the FDA cleared protocol) to 

determine the efficacy of the medical device being studied in the treatment of the medical condition identified in the 
protocol, as against the efficacy of the standard of care used in the study. 

    
• The sponsor assists and monitors compliance with the protocol’s requirements in each site’s conduct of the study. 
    
• The sponsor collects the clinical data of each patient’s treatment and progress from the sites. 
    
• The data is analyzed by or for the sponsor. The sponsor prepares a report of the results of the study and submits the report 

and the supporting clinical data to the FDA staff reviewers for their comments and questions. 
    
• After staff review of the submitted data, the sponsor responds to the FDA’s comments and questions. 
    
• After completion of its review, the FDA staff may submit a report of the results of the trial to an advisory medical panel 

consisting of experts in the treatment of the medical condition which the studied medical device is intended to treat. 
    
• The panel submits its advice as to the efficacy and safety of the device to the FDA official who is the Director of the FDA 

Division to which the protocol and the results of the pivotal trial were originally submitted. If no advisory panel is required, 
the FDA staff reviewers submit their recommendation directly to the Division Director. 

    
• The FDA Division Director is the FDA official who determines whether or not to clear the medical device for commercial 

sale for treatment of that medical condition. The sponsor may appeal a Division Director’s negative determination through 
appeal levels within the FDA, up to the Commissioner of the FDA. 

    
• After FDA clearance the sponsor must submit all labeling information for the medical device to the FDA to make certain 

that the claims on the label accurately state the uses for which the medical device has been cleared. 

We have already discussed our pivotal clinical trial of the use of ORCEL in the study. There were 136 patients that were treated at 19 
clinical sites in that study. We are currently completing a confirmatory clinical trial involving 60 patients to further test the safety and 
efficacy of cryopreserved ORCEL to treat venous stasis ulcers. 

Regulatory Strategies 

We employ a team of regulatory and clinical professionals, both full time employees and consultants, with extensive knowledge in 
strategic regulatory and clinical trial planning to support our product development efforts through every stage of the development and 
FDA clearance process. We also employ persons with extensive knowledge and experience in the marketing and sale of new FDA 
approved products for treatment of many medical conditions, including experience in securing approval of insurance companies to 
reimburse their insured patients for the cost of the use of new medical products used in medical treatments. We have secured approval for 
Medicare payments for the use of ORCEL under Medicare’s Outpatient Prospective Payment System (OPPS) for approximately $1,100 
per ORCEL. This approval covers the use of ORCEL in hospitals, other hospital-owned facilities and for hospital outpatient treatment. 
However, we will still need to secure the approval of Medicare designated contractors in different parts of the country for approval of the 
different medical conditions for which Medicare reimbursement of the use of ORCEL will be made. We can only secure that further 
approval after we have received FDA clearance for use of ORCEL for the treatment of that medical condition. We will also seek to secure 
approval for private health insurance providers’ reimbursement for the cost of ORCEL. We believe that securing Medicare reimbursement 
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approval for ORCEL will be of significant assistance to us in securing reimbursement approval by private health insurance companies. 

Sales and Marketing 

As noted above, our business strategy is to combine our efforts with Cambrex for the production and commercial sale of ORCEL. On 
October 18, 2004, we entered into a Sales Agency Agreement with Cambrex, providing for Cambrex to be the exclusive sales agent in the 
United States for our ORCEL product or any other future bi-layered cellular matrix product of ours for the treatment of venous stasis 
ulcers, diabetic foot ulcers or any other therapeutic indication for dermatological chronic or acute wound healing. The agreement is for a 
period of six years beginning sixty days after we receive clearance from the FDA for the commercial sale of ORCEL for the treatment of 
venous stasis ulcers. The agreement requires us to pay commissions to Cambrex ranging from initially at 40% of net sales and decreasing 
to 27% of net sales as the amount of sales increases. The agreement requires Cambrex to spend $4,000,000 for marketing efforts during 
the sixteen-month period after the FDA clears our sale of ORCEL for the treatment of venous stasis ulcers. 

Cambrex had the right to terminate the agreement if we did not receive FDA clearance for commercial sale of ORCEL for the treatment of 
venous stasis ulcers by April 1, 2005 and has the right to terminate if for any period of six consecutive months beginning in 2007, sales 
are less than 9,000 units. We may terminate the agreement if sales of ORCEL are less in any twelve month period than amounts targeted 
in the agreement for that period (ranging from 10,000 units in the first twelve month period to 100,000 units in the sixth twelve month 
period). Although we did not receive FDA clearance by April 1, 2005, we have received no indication from Cambrex that they plan to 
terminate our agreement. During 2005, as noted earlier, Cambrex made equity investments in cash, and or in exchange for services, of 
approximately $1,000,000. Additionally, in 2006 Cambrex agreed to accept our common stock and warrants in exchange for an additional 
approximate $800,000 of production suite charges. 

Concurrent, and in connection with the Sales Agency Agreement, we entered into a License Agreement pursuant to which we licensed 
certain intellectual property rights to Cambrex. We also entered into a Security Agreement with Cambrex to secure the performance of our 
obligations under the Manufacturing, License, and Sales Agreement. The secured collateral consists of all accounts, cash, contract rights, 
payment intangibles, and general intangibles arising out of or in connection with the sale of products pursuant to the sales agreement and/
or license agreement. The lien and security interest under this security agreement are subordinate and junior in priority to the perfected 
lien and security interest we granted to Paul Royalty Fund under the Paul Royalty Security Agreement. 

In October 2003, we entered into an exclusive License Agreement with Teva Medical Limited, a subsidiary of Teva Pharmaceutical 
Industries Ltd. (Teva) for the sales and marketing of our ORCEL product in Israel. This ten-year agreement, beginning on the date the 
product is launched for marketing in Israel, requires Teva to seek regulatory and reimbursement approval for ORCEL in Israel. We 
received an upfront payment of $50,000 in 2003 which we recorded as deferred income, see Note 6. We will receive an additional 
$50,000 within thirty days of grant of reimbursement approval in Israel, and another $100,000 within 30 days of attainment of aggregate 
net sales of $3,000,000 in Israel within any period of twelve consecutive calendar months. The agreement also provides for ORCEL 
pricing and terms of payment. Additionally Teva will pay us royalties of 10% of net sales in Israel up to $5,000,000 per annum. If sales 
are in excess of $5,000,000 annually Teva will pay us 10% on the first $5,000,000 of sales in Israel and a 20% royalty on sales above 
$5,000,000 in Israel. As of December 31, 2005, regulatory and reimbursement approval have not been achieved. 

We are currently also seeking agreements for the sale of ORCEL outside North America. 

Production and Supply 

On October 29, 2003, we entered into an agreement commencing November 1, 2003, with Cambrex for Cambrex to manufacture ORCEL 
in its Walkersville, Maryland facilities. The Cambrex manufacturing facility is required to meet FDA’s good manufacturing processes 
standards. Cambrex is experienced in the manufacture of cell-based medical products such as our ORCEL. On October 18, 2004, in 
connection with our Sales Agency Agreement with Cambrex, we amended certain terms of this manufacturing agreement. 

Our manufacturing agreement with Cambrex requires us to currently pay Cambrex $132,613 per month, or approximately $1,591,350 per 
year, for the use of a Cambrex production facility in Walkersville, Maryland. The payments we will make to Cambrex will increase to 
$175,000 monthly, or $2,100,000 per year, if we require 
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Cambrex to build us a larger production facility to meet our requirements for the production of ORCEL. Such annual payments include 
some services and overhead expenses provided and paid for by Cambrex. These annual payments we are required to make increase 3% per 
annum on the anniversary of the commencement date. We are required to pay 50% of the cost of the construction of that larger production 
facility up to a maximum payment by us of $1,000,000 (up to $2,500,000 if we terminate our Sales Agency Agreement with Cambrex). 
However, the amount we contribute to the construction of that larger facility will be repaid to us by credits against a portion of the future 
annual payments and of certain other payments we are required to make to Cambrex after the larger facility is in use. We are also required 
to pay specified hourly charges for the Cambrex employees engaged in the production of ORCEL as well as certain other charges. After 
construction of the larger production facility we are required to acquire from Cambrex virtually all of our requirements for ORCEL that 
Cambrex can produce. Prior to our election to have Cambrex construct the larger production facility for us, either we or Cambrex may 
terminate the agreement on six months notice by us and twelve months notice by Cambrex. If we elect to have Cambrex construct the 
larger production facility for us the agreement will continue for six years after the larger production facility is constructed. However, even 
after such construction we and Cambrex may elect to scale down over the following three years the portion of our requirements for 
ORCEL that Cambrex will produce for us. We may elect the scale down period at any time after one year after the larger production 
facility is constructed and in operation in which event there are additional payments we must make to Cambrex. If we elect the scale down 
period after one year we must pay Cambrex $2,625,000 and if we elect the scale down period after two years we must pay Cambrex 
$1,050,000. If we elect the scale down periods in either of those two years, we forfeit our right to receive any further credits (up to the 
amount of our contribution to the cost of the larger production facility) against payments we are thereafter required to make to Cambrex. 
Either Cambrex or we may elect the scale down period later than three years after that facility is in operation and neither of us will be 
required to make any additional payments to the other because of that election. 

If after the construction of the larger production facility, we breach a material term of our agreement with Cambrex, or elect to terminate 
the agreement, we will have to pay Cambrex the following amounts: 

          

If termination occurs after the following  
anniversary of the construction of the  
larger production facility   

Amount  
of  

Payment   
    

6 years   $ 1,050,000   
5 years, but less than 6 years     1,575,000   
4 years, but less than 5 years     2,625,000   
3 years, but less than 4 years     3,675,000   
2 years, but less than 3 years     5,250,000   
1 year, but less than 2 years     6,300,000   

In addition, upon such termination we will forfeit our right to receive any further credits (up to the amount of our contribution to the cost 
of the larger production facility) against future payments we may have to make to Cambrex. 

The raw materials that we use to manufacture ORCEL come from a limited number of suppliers. We currently purchase collagen corium, 
a component of the collagen matrix in ORCEL, from a single supplier but we are in the process of securing a secondary source of supply 
for that item. The collagen matrix used in ORCEL is manufactured for us to our specifications by another supplier, and we are in the 
process of identifying a secondary source for collagen matrix also. On December 30, 2004 we entered into a two-year supply agreement 
with the manufacturer of the collagen matrix. We agreed to purchase a minimum of 3,500 units of finished collagen sponges within the 
first twelve-month period. The value of such commitment is approximately $200,000. Such commitment was not achieved in 2005 and we 
were released from any resulting liability by the supplier. We also agreed that subsequent to a written notification from the FDA allowing 
us to sell ORCEL commercially for treatment of venous stasis ulcers we will provide such supplier projections for one or more subsequent 
quarters and the parties will be obligated to purchase and sell those projected amounts. While there may be other sources from where we 
could purchase such materials, a disruption in the supply chain for any of those materials would have a significant negative impact on our 
ability to manufacture and sell ORCEL and in any event would likely cause us delays and additional expenses in the manufacturing of 
ORCEL. 

During 2004 we also announced an agreement with ES Cell International Pte, Ltd (ESI) to collaborate in the development of ESI’s human 
Embryonic Stem Cell (hES) derived cell therapy products. Under the terms of the agreement, we will supply ESI with human skin cells 
generated from cell lines developed and manufactured by us 
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for our ORCEL product. We have conducted extensive testing for viruses of the cells we are providing to ESI in accordance with FDA 
guidelines. ESI will use the cells we provide in research and development and in commercialization of their stem cell products. Under the 
terms of the agreement, we have received upfront payments and may receive additional payments on the achievement of milestones in 
ESI’s human hES cell derived cell therapy programs. The agreement also provides for payment of royalties to us from future commercial 
sales of ESI’s cell therapy products. 

Competition 

We are aware of several companies that are actively engaged in the research and development of products for the repair and regeneration 
of skin. There are currently three primary and distinct approaches to the repair and regeneration of skin: the acellular (no cell) approach, 
including the use of cadaver based products; the cell-based unilayered (epidermal or dermal cell) approach, and the cell-based bi-layered 
(epidermal and dermal cell) approach. A cell-based approach makes use of human donor cells. The approach we believe to be the most 
advanced and effective is the cell-based bi-layered approach. The production of ORCEL consists of a top layer of epidermal cells and a 
bottom layer of dermal cells in a collagen matrix, that is a bi-layered approach utilizing donor cells. 

There are many products available for treating skin wounds. However, as already noted, we believe that the use of donor cells delivered to 
the wound on a matrix is the most effective process for healing skin wounds and in particular hard to heal skin wounds. Therefore, we 
believe that only products using donor cells placed on a matrix will compete with ORCEL. 

We consider the Apligraf product manufactured by Organogenesis, Inc. to be our principal competitor. Apligraf is an FDA cleared 
product using human dermal and epidermal cells (bi-layered) placed on a matrix, for the treatment, of both venous stasis and diabetic foot 
ulcers. The Apligraf product is not cryopreserved and has reported it has a shelf life of 10 days. Organogenesis, Inc. is a private company 
that markets and sells their own product. Although financial information has to our knowledge not been publicly disclosed we believe 
Organogenesis has greater resources than we have. 

The biomedical field is continually undergoing rapid and significant technological changes. Other companies may succeed in developing 
other products that are more effective than ORCEL. If such new products are accepted by the medical community, or if those products 
receive FDA approval for treatment of venous stasis and diabetic foot ulcers before ORCEL does, or if other companies develop products 
that are more effective than ORCEL, any such developments could impede our ability to continue our operations. 

Patents and Proprietary Rights 

We have four United States patents, one European patent covering thirteen countries, and ten patents in ten other countries, issued. We 
also have one United States and eight international patent applications (filed under the Patent Cooperation Treaty) pending for our 
technology and processes: 

    

• The first of these patents covers the structure of ORCEL. It is an epidermal layer of cultured epidermal cells and a bilayered 
collagen sponge structure that includes a layer of highly purified, non-porous collagen on top of a porous cross-linked 
collagen sponge containing cultured dermal cells. This patent expires on February 1, 2011. This is also the technology 
covered by the European and other foreign patents which have been issued to us. These foreign patents also expire in 2011. 

    
• Another United States patent provides for the extension of the use of the collagen sponge structure described above which 

may contain cells other than epidermal and/or dermal cells, such as cells for regenerating such organs and tissues as heart 
muscle, blood vessels, ligaments, cartilage and nerves. This patent also expires on February 1, 2011. We have not 
performed, nor are we planning to perform in the near future, any clinical trial using our platform technology for use of 
donor cells other than epidermal and dermal cells. 

    
• Another United States patent covers a manufacturing process which, when implemented, can reduce the cost of producing 

ORCEL. This new manufacturing process creates an improvement over our collagen structures described above in that a 
third layer of collagen which is hospitable to 
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    cell growth is deposited on the non-porous collagen layer. This patent expires on December 28, 2020. 
      
  • Our fourth United States patent covers a process for the cryopreservation of ORCEL. This patent expires on December 26, 

2021. 
      
  • We have filed a divisional patent application of the cryopreservation process patent to add claims to cover the cryopreserved 

form of ORCEL and we are awaiting an office action from the U.S. Patent Office. 

Despite such patents our success will depend, in part, on our ability to maintain trade secret protection for our technology. 

We successfully defended challenges by Organogenesis to our United States patent and by Advanced Tissue Sciences to our European 
patent in the respective patent offices where those patents were issued. However, those successful defenses do not preclude future 
challenges in court. We do not know if any of the other patents issued to us will be challenged, invalidated or circumvented. Patents and 
patent applications in the United States may be subject to interference proceedings brought by the U.S. Patent and Trademark Office, or to 
opposition proceedings initiated in a foreign patent office by third parties or to re-examination proceedings in the United States. We might 
incur significant costs defending such proceedings and we might not be successful. 

The validity and breadth of claims in medical technology patents involves complex legal and factual questions and, therefore, are highly 
uncertain. We do not know if any pending patent applications or any future patent application will issue as patents, that the scope of any 
patent protection obtained will be enough to exclude competitors or that any of our patents will be held valid if subsequently challenged in 
court proceedings. We do not know if others have or will develop similar products, duplicate any of our products or design around any of 
our patents issued or that may be issued in the future. In addition, whether or not patents are issued to us, others may hold or receive 
patents which contain claims having a scope that covers aspects of our products or processes. 

Several of our competitors have been granted patents, including those granted to Organogenesis and Advanced Tissue Sciences, Inc., 
relating to their particular skin technologies which also utilize donor cells on a collagen sponge matrix. To that extent they may be 
considered similar to our ORCEL technology. 

Paul Royalty Fund Agreement 

In August 2001 and in 2002, we entered into agreements with Paul Royalty Fund, L.P. (PRF) pursuant to which we agreed in 
consideration of PRF paying us $10,000,000, to pay to PRF 3.33% of the end user sales prices paid for our ORCEL product in the United 
States, Canada and Mexico through the period ending in 2011. Such percentage interest in our revenues in those three countries may be 
adjusted upward or downward based on the volume of sales to end users of ORCEL in those three countries. As security for the 
performance of our obligations to PRF, we have granted PRF a security interest in all of our U.S. patents, patent applications and 
trademarks. Our agreement with PRF provides that in certain events PRF may, at its option, compel us to repurchase the interest in our 
revenues that we sold to PRF for a price equal to the $10,000,000 PRF paid us plus an amount that would yield PRF a 30% per annum 
internal rate of return on its $10,000,000 investment. Among the events that would entitle PRF to compel us to repurchase its interest in 
our revenues at that price is if we are insolvent or if we are unable to pay our debts as they become due. Our agreement with PRF provides 
that in determining such insolvency any amount we owe to PRF is excluded in calculating our net worth (or negative net worth). In 
addition, although we are currently trying to manage our debt we are not paying our debts as they become due. As defined in our 
agreement with PRF we are currently insolvent. As a result of this insolvency our obligation under the revenue interest assignment is 
stated at $29,569,000, the amount PRF could compel us to repurchase their revenue interest at December 31, 2005. In December 2004, 
PRF entered into a forbearance agreement with us agreeing that they cannot exercise their right to compel us to repurchase their interest in 
our revenues because of our insolvency prior to July 2006. If PRF exercised its right to compel us to repurchase its interest in our revenues 
and we did not have the funds to pay the purchase price, PRF could foreclose its security interest in our U.S. patents, patent applications 
and trademarks and in such event we may have to discontinue our business operations. 

The agreement with PRF is more fully described in Note 10 of the accompanying financial statements. As described in Note 10, in 
accordance with accounting promulgated by Statements of Financial Accounting Standards No. 15, “Accounting by Debtors and Creditors 
for Troubled Debt Restructurings” (SFAS 15) even if we are no longer 
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insolvent as long as our future cash payments relating to the revenue interest assignment obligation are indeterminate, the revenue interest 
assignment obligation would remain at the value that achieves the 30% internal rate of return for PRF through the last date of our 
insolvency. We believe that it is highly improbable we will ever owe PRF the amount of this obligation. 

SFAS 15 allows debtors that can predict with certainty the absolute amounts of future cash flow payments to record an immediate gain if 
the maximum future cash payments are less than the carrying amount of the obligation. In the case where the future cash payments are 
indeterminate, as ours are considered, the gain is not recognized until the end of the term of the outstanding debt, December 31, 2011, or 
upon termination. We estimate that we would need to achieve a North American sales level of approximately $1,160,000,000 during the 
approximate remaining five sales years under the revenue interest assignment agreement to offset the principal balance of the $29,569,000 
revenue interest obligation. We are prohibited by SFAS 15 from making a reasonable estimation of our future sales to assess the amount 
of our future debt payments and therefore are precluded from reducing the liability and recognizing a gain at this time. We believe we will 
likely record a gain on the revenue interest assignment obligation to PRF in 2011 or upon termination, if sooner. 

Research and Development Expenses 

Research and development expenses consist primarily of salaries; amounts paid to Cambrex, facility costs and laboratory supplies. 
Research and development expenses were $7,535,532 for the year ended December 31, 2005, compared to $7,139,733 for the year ended 
December 31, 2004. 

Compliance with Environmental Regulations 

We are subject to regulation under the Occupational Safety and Health Act, the Environmental Protection Act, the Toxic Substances 
Control Act, the Resource Conservation and Recovery Act, the Controlled Substances Act and other present and potential future federal, 
state or local regulations. Our research and development programs involve the controlled use of hazardous materials, chemicals, biological 
materials and various radioactive compounds. 

Although we believe that our operations comply in all material respects with applicable environmental laws and regulations, the risk of 
accidental contamination or injury from these materials cannot be completely eliminated. In the event of such an accident, we could be 
held liable for any damages that result, and the extent of that liability could exceed our resources. Our compliance with these laws and 
regulations did not, and is not expected to, have a material effect upon our capital expenditures, earnings or competitive position. 

Employees 

We presently employ 36 people on a full-time basis, including four executive officers. We also have six part-time employees. 

Available Information 

Our annual reports on Form 10-KSB, quarterly reports on Form 10-QSB, current reports on Form 8-K and all amendments to those reports 
filed or furnished pursuant to Section 13(a) or 15(d) of the Securities Exchange Act of 1934 are available free of charge on our website 
(www.ortecinternational.com) as soon as reasonably practicable after they are filed with, or furnished to, the Securities and Exchange 
Commission. 
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RISK FACTORS 

You should carefully consider the risks described below before making an investment decision. The risks and uncertainties described 
below are not the only ones facing us. Additional risks and uncertainties not presently known to us or that we currently deem immaterial 
also may impair our business operations. If any of the following risks actually occur, our business could be harmed. In such case, the 
trading price of our common stock could decline, and you may lose all or part of your investment. 

Risks Related to Our Business 

We do not have sufficient funds to bring our product to market for use by large patient populations. Unless we secure additional 
financing we will not be able to continue to operate our business. 

We will need to secure additional financing for the approximately $850,000 of cash we are currently consuming per month. The amount 
of cash we consume each month fluctuates, depending, among other things, on whether we are incurring expenses from services provided 
by third party suppliers in connection with a clinical trial and what payments we have to make on our outstanding debt. On April 17, 2006, 
we completed a private placement of our equity securities for aggregate proceeds of $6,176,000. See “Management’s Plan of Operations” 
for a fuller description of the recent private placement of our securities. We believe that the proceeds from such private placement will 
enable us to continue our operations until approximately October 31, 2006. 

After our recent private placement we will still have to obtain additional funds through the sale of our securities to the public and through 
private placements, debt financing or other short-term loans. We may not be able to secure any additional financing nor may we be able to 
reach the larger patient population markets of persons with venous stasis ulcers and diabetic foot ulcers, with funds that we may be able to 
raise. We are also likely to continue to encounter difficulties which are common to development stage companies, including unanticipated 
costs relating to development, delays in the testing of products, regulatory approval and compliance and competition. 

Our capital funding requirements depend on numerous factors, including: 

      

  • the progress and magnitude of our research and development programs; 
  • the time involved in obtaining regulatory approvals for the commercial sale of our ORCEL product in its cryopreserved 

form to treat venous stasis ulcers and, later, diabetic foot ulcers; 
  • the costs involved in filing and maintaining patent claims; 
  • technological advances; 
  • competitive and market conditions; 
  • the successful implementation of the agreements we have entered into with Cambrex for manufacturing and sales of our 

ORCEL product; 
  • our ability to establish and maintain other collaborative arrangements and 
  • the cost and effectiveness of commercialization activities and arrangements. 

Unless we obtain such additional financing we will not be able to continue to operate our business after October 2006. We have no current 
commitments from any persons that they will provide us with additional financing. 

Because of our history of ongoing losses and because we may never generate a profit and our lack of cash or other current assets, we 
have received an opinion from our auditors that there is substantial doubt about our ability to continue as a going concern. 

Since our organization in 1991 we have sustained losses each year because, among other reasons, we have had very limited sales of our 
product. For the year ended December 31, 2005, we incurred a net loss applicable to common stockholders of $35,959,177. During the 
year ended December 31, 2005, our current liabilities exceeded our current assets by $32,156,001, and our total liabilities exceeded our 
total assets by $31,313,490, and we have a deficit accumulated in our development stage of $156,411,721. Included in our current and 
total liabilities is the $29,569,000 revenue interest obligation to Paul Royalty Fund. Our auditors advised us that these factors, among 
others, raise substantial doubt about our ability to continue as a going concern. Unless we obtain additional financing we will not be able 
to continue as a going concern. 
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We have accumulated obligations that we are required, but are unable, to pay currently. This also raises doubt as to our ability to 
continue as a going concern. 

As of December 31, 2005, payment of approximately $1,354,000 of the approximately $1,980,000 we owed to our trade creditors was 
past due. We have entered into agreements with creditors to whom we owe an aggregate of $736,000 (as of December 31, 2005) to pay 
$471,000 in 2006 and $265,000 in 2007. 

While we have arranged for payment of some of our obligations over a period of time, and have to make other payments of past due 
obligations to our current and ongoing suppliers, our ability to make payments we have agreed to pay and to insure continued receipt of 
needed supplies, and to continue reducing our past due obligations, will depend on our ability to secure needed financing or our ability to 
issue equity in satisfaction of certain obligations. 

Unless we secure FDA clearance for the sale of ORCEL to treat venous stasis ulcers it will be difficult for us to continue to operate our 
business. 

We completed the treatment and follow-up of 136 patients in our pivotal clinical trial of the use of ORCEL in its cryopreserved form for 
the treatment of venous stasis ulcers, and in February 2004 we filed our PMA with the FDA to market ORCEL for the treatment of venous 
stasis ulcers. From February 2004 through March 2005 we responded to various questions from the FDA relating to our pre-market 
approval application. On April 25, 2005, the FDA advised us that although our cryopreserved ORCEL product showed promise for the 
effective treatment of venous stasis ulcers, additional clinical data would be required to demonstrate reasonable assurance of ORCEL’s 
safety and effectiveness before he FDA would clear ORCEL for commercial sales for such treatment. The clinical data from the pivotal 
trial of 136 patients submitted to the FDA showed that in 60 patients who had typical venous ulcers (defined as those ulcers with partial or 
full-thickness ulcers in which the wound base is visible and the ulcer extends through the dermis but not into the subcutaneous tissue to 
fascia, muscle or bone), 59% of the ORCEL treated patients achieved wound closure versus 36% of the patients who received the standard 
of care treatment. The FDA agreed that data of these 60 patients would be combined with that of the 60 patients to be enrolled in a 
confirmatory clinical trial and the combined results will be analyzed using Bayesian statistics. We obtained FDA approval for our 
confirmatory trial protocol in mid July 2005 and began the confirmatory trial in mid August 2005. We expect to complete enrollment for 
this clinical trial no later than April 2006. When the clinical trial is competed we will work towards obtaining regulatory clearance for 
commercial sales of cryopreserved ORCEL to treat venous stasis ulcers. We may not obtain FDA clearance for the commercial sale of the 
cryopreserved form of ORCEL for the treatment of venous stasis ulcers and later for diabetic foot ulcers. Among the factors which may 
contribute to those findings are a negative assessment of our manufacturing processes, raw materials used in manufacturing our product, 
our freezing technique, and ORCEL’s clinical results. If we do not obtain FDA clearance for the sale of ORCEL in its cryopreserved form 
for the treatment of venous stasis ulcers, it may be difficult for us to raise capital to continue our business operations. 

Unless we later secure FDA clearance for the sale of ORCEL in its cryopreserved form to treat diabetic foot ulcers our sales of 
ORCEL will be more limited and thereby limit our ability to earn profits. 

Although we have completed an FDA cleared pilot clinical trial for the use of the fresh form of ORCEL for the treatment of diabetic foot 
ulcers, we do not have the funds available to conduct a pivotal clinical trial for the use of ORCEL in its cryopreserved form for the 
treatment of diabetic foot ulcers. The cryopreserved form of ORCEL has a shelf life of approximately seven months as opposed to only 
approximately three days for the fresh form of ORCEL. We expect to initiate patient enrollment after, and if, we receive clearance for the 
sale of cryopreserved ORCEL in the treatment of venous stasis ulcers. We do not expect to begin the FDA clearance process for a pivotal 
trial for cryopreserved ORCEL for the treatment of diabetic foot ulcers until we believe that we can secure financing for the conduct of 
that trial. If we are unable to later obtain FDA clearance for the sale of cryopreserved ORCEL for the treatment of diabetic foot ulcers, our 
sales of ORCEL will be more limited and thereby limit our ability to earn profits. 
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Clinical trials for ORCEL are expensive, time consuming and their outcome is uncertain. 

Clinical trials are very expensive and difficult to design and implement. The clinical trial process is also time consuming. Before we can 
obtain regulatory clearance for the commercial sale of any product that we wish to develop, we are required to complete extensive human 
clinical trials to demonstrate its safety and efficacy. The timing of the commencement, continuation and completion of clinical trials may 
be subject to significant delays relating to various causes, including: 

      

  • delays or inability to manufacture or obtain sufficient quantities of materials for use in clinical trials; 
  • delays in obtaining regulatory approvals to commence a study; 
  • delays in identifying and reaching agreement on acceptable terms with prospective clinical trial sites; 
  • slower than expected rates of patient recruitment and enrollment; 
  • uncertain dosing issues; 
  • inability or unwillingness of medical investigators to follow our clinical protocols; 
  • variability in the number and types of subjects available for each study and resulting difficulties in identifying and enrolling 

subjects who meet trial eligibility criteria; 
  • scheduling conflicts with participating clinicians and clinical institutions; 
  • difficulty in maintaining contact with subjects after treatment, resulting in incomplete data; 
  • unforeseen safety issues or side effects; 
  • lack of effectiveness during the clinical trials; or 
  • other regulatory delays. 

Even if our ORCEL receives regulatory clearance, ORCEL will still be subject to extensive post-market regulation which will result in 
significant expense to us. 

If we receive regulatory clearance for ORCEL, we will also be subject to ongoing FDA obligations and continued regulatory review, such 
as continued safety reporting requirements, and we may also be subject to additional FDA post-marketing obligations, all of which may 
result in significant expense and limit our ability to commercialize our product. 

If we receive United States regulatory clearance, the FDA may still impose significant restrictions on the indicated uses for which the 
product may be marketed or impose ongoing requirements for potentially costly post-approval studies. In addition, regulatory agencies 
subject a product, its manufacturer and the manufacturer’s facilities to continual review and periodic inspections. The subsequent 
discovery of previously unknown problems with a product, including adverse medical effects, or problems with the facility where the 
product is manufactured, may result in restrictions on the marketing of that product, and could include withdrawal of the product from the 
market. Failure to comply with applicable regulatory requirements may result in: 

      

  • issuance of warning letters by the FDA; 
  • fines and other civil penalties; 
  • criminal prosecutions; 
  • injunctions, suspensions or revocations of marketing licenses; 
  • suspension of any ongoing clinical trials; 
  • suspension of manufacturing; 
  • delays in commercialization; 
  • refusal by the FDA to approve pending applications or supplements to approved applications filed by us or our 

collaborators; 
  • refusals to permit products to be imported or exported to or from the United States; 
  • restrictions on operations, including costly new manufacturing requirements; and 
  • product recalls or seizures. 

The FDA’s policies may change and additional government regulations may be enacted that could prevent or delay regulatory clearance of 
our ORCEL or further restrict or regulate post-clearance activities. We cannot predict the likelihood, nature or extent of adverse 
government regulation that may arise from future legislation or administrative action, either in the United States or abroad. If we are not 
able to maintain regulatory compliance, we might not be permitted to market ORCEL and our business could suffer. 

13 

http://yahoo.brand.edgar-online.com/EFX_dll/EDGARp...hFilingHTML1?SessionID=BY-bv7y2l3vfa1A&ID=4348551
 (23 of 145)8/2/2006 10:48:08 AM



ORTEC INTERNATIONAL INC (Form: 10KSB, Received: 04/17/2006 17:24:49)

http://yahoo.brand.edgar-online.com/EFX_dll/EDGARp...hFilingHTML1?SessionID=BY-bv7y2l3vfa1A&ID=4348551
 (24 of 145)8/2/2006 10:48:08 AM



ORTEC INTERNATIONAL INC (Form: 10KSB, Received: 04/17/2006 17:24:49)

In order to market any products outside of the United States, we and our collaborators must establish and comply with numerous and 
varying regulatory requirements of other countries regarding safety and efficacy. Approval procedures vary among countries and can 
involve additional product testing and additional administrative review periods. The time required to obtain clearance in other countries 
might differ from that required to obtain FDA clearance. The regulatory clearance process in other countries may include all of the risks 
associated with FDA clearance as well as additional presently unanticipated risks. Regulatory clearance in one country does not ensure 
regulatory clearance in another, but a failure or delay in obtaining regulatory clearance in one country may negatively impact the 
regulatory process in others. Failure to obtain regulatory clearance in other countries or any delay or setback in obtaining such clearance 
could have the same adverse effects associated with regulatory clearance in the United States, including the risk that our product may not 
be cleared for all indications requested and that such clearance may be subject to limitations on the indicated uses for which ORCEL may 
be marketed. 

Because ORCEL is our only product, our failure to sell ORCEL on a profitable basis will limit our ability to continue our operations. 

To date ORCEL is the only product that we have developed. In the event we fail to develop additional products, or if the FDA does not 
grant us clearance to use ORCEL for the treatment of venous stasis ulcers and later diabetic foot ulcers, or if ORCEL is not favorably 
received by the medical community or it becomes obsolete, we will be unable to become profitable and we may be required to discontinue 
our operations. 

We may lose our U.S. patents, patent applications and trademarks because of security interests we have granted in them. 

See the description of our agreement with Paul Royalty Fund (PRF) in Part I, Item 1 of this report on Form 10-KSB. If in the future PRF 
exercised its right to compel us to repurchase its interest in our revenues and we did not have the funds to do so, PRF could foreclose its 
security interest in our U.S. patents, patent applications and trademarks and in such event we will have to discontinue our business 
operations. 

We are subject to extensive governmental regulation which increases the costs of manufacturing our product and will thereby 
negatively impact our ability to earn profits. 

Our business is subject to extensive regulation principally by the FDA in the United States and corresponding foreign regulatory agencies 
in each country in which we intend to sell ORCEL. These regulations affect: 

      

  • Product marketing clearances or approvals; 
  • Product standards; 
  • Packaging requirements; 
  • Design requirements; 
  • Manufacturing and quality assurance, including compliance by the manufacturing facility with good manufacturing process 

requirements, record keeping, reporting and product testing standards; 
  • Labeling; 
  • Periodic FDA inspections of the facility in which ORCEL will be manufactured; 
  • Import and export restrictions; and 
  • Tariffs and other tax requirements. 

Our need to comply with these regulatory requirements will increase the cost of manufacturing our ORCEL product and negatively impact 
our ability to earn profits. 

The medical community may not accept ORCEL which will prevent us from selling ORCEL and prevent us from continuing our 
business. 

Market acceptance for ORCEL will depend upon a number of factors, including: 

      

  • The receipt and timing of FDA regulatory approvals for use of ORCEL, in its cryopreserved form, for the treatment of 
venous stasis ulcers and later for diabetic foot ulcers; 
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  • Acceptance by the medical community of ORCEL for the treatment of the medical conditions that it is intended to treat, the 
demonstration of its safety and its cost effectiveness; and 
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  • Securing approval of third parties, such as Medicare and insurance companies, for reimbursement for the cost of ORCEL. 

Unless we secure market acceptance for ORCEL we will be unable to sell ORCEL and as a result we will be unable to conduct any 
business. 

Our potential competitors have greater financial, sales and marketing resources than we do so that we may have difficulty in 
competing against them. 

See the description of “Business - Competition” in Part I, Item 1 of this report on Form 10-KSB. As there noted sales of Apligraf are now 
being made directly by Organogenesis. Organogenesis is substantially larger than we are and has significantly greater resources than we 
have. The biomedical field is continually undergoing rapid and significant technological changes. Other companies may succeed in 
developing other products that are more effective than ORCEL. If such new products are accepted by the medical community, or if those 
products receive FDA clearance for treatment of venous stasis and diabetic foot ulcers before ORCEL does, or if other companies develop 
products that are more effective than ORCEL, any such developments could impede our ability to continue our operations. 

We rely on a limited number of key suppliers to manufacture ORCEL and therefore run the risk of delay in securing needed materials 
from other suppliers. We also rely on only one distributor to sell ORCEL in the United States, Canada and Mexico and run the risk 

that such distributor may not successfully market ORCEL. 

See the discussion of “Business-Production and Supply” in Part I, Item 1 of this report on Form 10-KSB where we describe our 
production and sales distribution agreements with Cambrex and our agreements with other suppliers. If Cambrex does not produce 
ORCEL at a per unit price well below the price at which we can sell ORCEL in North America we may not be able to continue, or at least 
would be seriously hampered in continuing, our business operations. Also, any disruption in the supply of corium or collagen matrix or 
other materials from our current suppliers of such materials would have a significant negative impact on our ability to manufacture and 
sell ORCEL or at least would cause us delays and additional expenses in the manufacturing of ORCEL. 

We depend on our patents and proprietary technology which may not provide us with sufficient protection against technologies used, 
or which may be used by our competitors. We cannot protect our intellectual property rights throughout the world. 

The validity and breadth of claims in medical technology patents involves complex legal and factual questions and, therefore, are highly 
uncertain. Although we successfully defended challenges to our United States and European patents in the respective patent offices where 
those patents were issued, those successful defenses do not preclude future challenges in court. We do not know if any of the patents 
issued to us will be challenged, invalidated or circumvented. Patents and patent applications in the United States may be subject to an 
interference proceeding brought by the U.S. Patent and Trademark Office, or to opposition proceedings initiated in a foreign patent office 
by third parties. We might incur significant costs defending such proceedings and we might not be successful. We do not know if any of 
our patents or any of our pending patent applications or any future patent application of ours that will issue as patents, will provide us with 
the scope of patent protection that will be enough to exclude competitors. We also do not know that any of our patents will be held valid if 
subsequently challenged or that others will not claim rights in or ownership of the patents and other proprietary rights held by us. We do 
not know if others have or will develop similar products, duplicate any of our products or design around any of our patents issued or that 
may be issued in the future. In addition, whether or not patents are issued to us, others may hold or receive patents which contain claims 
having a scope that covers aspects of our products or processes. 

Filing patents on our ORCEL technology throughout the world would be prohibitively expensive. Competitors may use our technology in 
jurisdictions where we have not obtained patent protection to develop their own products. These products may compete with ORCEL and 
may not be covered by any of our patent claims or other intellectual property rights. 

Patent law outside the United States is also uncertain and many countries are currently reviewing and revising patent laws, particularly 
with respect to biotechnology and pharmaceutical inventions. The laws of some countries do not protect our intellectual property rights to 
the same extent as U.S. laws. It may be necessary or useful for us to 
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participate in proceedings to determine the validity of our, or our competitors’, foreign patents, which could result in substantial cost and 
divert our efforts and attention from other aspects of our business. 

We may be subject to product liability claims which we might not be able to pay thereby causing us to discontinue our business. 

ORCEL is designed to be used in the treatment of medical conditions and diseases where there is a high risk of serious medical 
complications, amputation of the leg or death. Although we have obtained product liability insurance coverage in the amount of 
$3,000,000, such insurance coverage may not be adequate to protect us against future product liability claims. In addition, the cost of 
obtaining product liability insurance in the future may prevent us from securing such insurance on terms acceptable to us, if at all. 
Furthermore there can be no assurance that we will avoid significant product liability claims and the attendant adverse publicity. Large 
product liability claims or other claims with respect to uninsured or underinsured liabilities could make it impossible for us to continue our 
business operations. 

If we lose our key employees we may not be able to continue our business operations. 

Messrs. Lipstein and Papastephanou, two of our executive officers, manage our day-to-day operations. The development and production 
of our product is managed by a wide array of scientific personnel, one of whom we consider to be a key employee. Dr. Melvin Silberklang 
is our vice president for research and development and our chief scientific officer. The loss of the services of Messrs. Lipstein, 
Papastephanou, or Silberklang could cause delays in our ongoing business operations, and could have a material adverse effect on our 
business, results of operations and financial condition. Except for the termination of employment agreements we have entered into with 
Messrs. Lipstein and Katz and with Alain Klapholz we do not have employment contracts with any of our key personnel nor any of our 
other employees nor do we carry key man insurance policies for any of our employees. 

The market price of our common stock may also be highly volatile creating greater financial risk for the owners of our common stock. 

The market price of our common stock has ranged from $0.14 to $5.00 during the past three years. As of April 14, 2006, we had 
83,554,291 shares outstanding. Other factors that may affect the price of our common stock include: 

      

  • our ability to successfully market and sell our ORCEL product, 
  • our ability to develop other products for sale, 
  • our competitors’ announcements concerning technological innovations, 
  • new commercial products or procedures, 
  • proposed government regulations, 
  • developments or disputes relating to patents, trade secrets or proprietary rights, 
  • the following substantial number of additional shares of our common stock we would have to issue; or have recently issued: 
 
      

  • an aggregate of 25,088,062 shares upon conversion of our outstanding Series D convertible preferred stock; 
  • an aggregate of 41,949,135 shares upon the exercise of warrants to purchase the shares of our common stock 

we granted in connection with financings during the past three years; 
  • an aggregate of 8,168,180 shares upon exercise of options we have granted to our employees, and particularly 

to our executive officers, our directors and to consultants and vendors, 
  • an aggregate of 30,860,000 shares of common stock and warrants to purchase an additional 3,000,000 shares 

of common stock at $0.30 per share, and 
  • other shares that may be acquired by the purchasers in the recent private placement of our equity securities, 

the terms of which are more fully described under “Management’s Plan of Operations.” 
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Our largest stockholders may take actions that are contrary to your interests, including selling their stock. 

A small number of our stockholders hold a significant amount of our outstanding stock. These stockholders may support competing 
transactions and have interests that are different from those of our other shareholders. In addition, the average number of shares of our 
stock that trade each day is generally low. As a result, sales of a large number of shares of our stock by these large stockholders or other 
stockholders within a short period of time could adversely affect our stock price. 

We may have to sell additional equity securities in the future which will dilute the portion of Ortec’s equity owned by our current 
stockholders 

In addition to the current private placement of our equity securities described above, in the future we will probably have to sell even more 
shares of our common stock, or other securities convertible into or otherwise entitling the holder to purchase our common stock. In the 
future we will also issue additional options to purchase our common stock to our employees, our executive officers, and our directors, and 
possibly to consultants and vendors. All such sales and issuances of our common stock, other equity securities and warrants and options to 
purchase our common stock, will dilute the portion of our equity owned by our current stockholders. 

The price protection provisions of most of our outstanding warrants might prevent increases in the market price of our common stock. 

In 2002 and 2003, we granted to the purchasers of our Series B and Series C convertible preferred stock, and to the placement agent and to 
designees of the placement agent who arranged such preferred stock financings, warrants to purchase our common stock. In the fourth 
quarter of 2004 and the first quarter of 2005, we granted warrants to purchase our common stock to (a) purchasers of our common stock in 
the special warrant offering we made in the fourth quarter of 2004 to holders of our Series B-1, B-2 and C warrants, (b) purchasers of our 
common stock in the private placement we closed on January 5, 2005, and one other purchaser of our common stock later in the first 
quarter of 2005, (c) to holders of approximately $9.6 million of our promissory notes upon conversion of those notes to shares of our 
common stock, (d) holders of our Series C preferred stock who exchanged their shares for common stock in the January 5, 2005 private 
placement, (e) investors who exercised their rights to purchase additional shares of our common stock not later than 45 days subsequent to 
the January 5, 2005 private placement on the same terms and conditions as the sales in the January 5, 2005 private placement and (f) to the 
placement agent and its designees who arranged the private placement financing which closed in the first quarter of 2005. In the fourth 
quarter of 2005, we granted warrants to purchase our common stock to (a) to holders of approximately $3.5 million of our promissory 
notes upon conversion of those notes to shares of our common stock on October 12, 2005, (b) purchasers of our common stock in the 
private placement we closed on October 12 and October 31, 2005 and (c) to the placement agent and its designees who arranged the 
October 2005 private placement financing. Our Series B-1, B-2, C, E, E PA, F, and F PA warrants to purchase the following number of 
shares of our common stock at the following exercise prices are currently outstanding: 

      

  •      176,198 shares at $4.00 per share (the “Series B-1 Warrants”) 
  •      112,798 shares at $5.00 per share (the “Series B-2 Warrants”) 
  •      102,000 shares at $3.60 per share (the “Series C Warrants”) 
  •   3,814,189 shares at $1.80 per share (the “Series E Warrants”) 
  •      717,600 shares at $1.50 per share (the “Series E Warrants”) 
  • 14,266,011 shares at $0.001 per share (the “Series E Warrants”) 
  •   2,746,376 shares at $0.35 per share (the “Series E PA Warrants”) 
  • 16,595,292 shares at $0.50 per share (the “Series F Warrants”) 
  •   3,179,619 shares at $0.30 per share (the “Series F PA Warrants”) 

The Series E and F Warrants provide that if we sell shares of our common stock at prices below the exercise prices of those warrants, or 
issue other securities convertible into, or which entitle the holder to purchase, shares of our common stock, which could result in the sale 
of our common stock at a price which in effect (taking into consideration the price paid for the convertible security or the warrant or the 
option) is less than the exercise price of the Series E and F Warrants, then the exercise price of the Series E and F Warrants is reduced by 
a portion of the difference between the exercise price and the lower price at which the common stock was, or effectively could be, 
acquired. That percentage by which the exercise price of the Series E and F Warrants could be reduced depends not 
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only on the lower price at which our common stock was, or could be, acquired, but also by the ratio that the number of shares of our 
common stock that were, or could be, so acquired bears to the total number of shares of our common stock that would be outstanding after 
such sale of our common stock, or the conversion of securities convertible into, or the exercise of such warrants or options to purchase, 
our common stock. 

Such price protection provisions in our Series E and F Warrants could have the effect of limiting any significant increase in the market 
value of our common stock. However, the Series E and F warrants all have provisions that permit the holders who could acquire the 
majority of the shares of our common stock issuable upon exercise of all the warrants in that particular series, to waive the price 
protection provisions for that series. 

Although our Series B-1, B-2 and C Warrants contain (for our Series C Warrants) similar or (for our Series B-1 and B-2 Warrants) more 
severe anti-dilution provisions, our Series B-1, B-2 and C Warrants were amended (in accordance with their terms) to provide that, except 
in situations not here applicable, the exercise prices would not be reduced below those set forth above. 

In addition, the warrants we will issue to the purchasers of our equity securities in our current private placement will provide that the 
$0.50 per share exercise price will be reduced to the price, if lower, at which we sell our common stock in the future, and the effective 
cost to the purchaser of our common stock upon conversion of equity securities, or exercise of warrants or options, we may sell or grant in 
the future. 

The closing price for our common stock on April 13, 2006 was $0.305. 

Because we do not intend to pay any dividends on our common stock, an investor in our common stock may only realize an economic 
gain from an increase, if any, in the market price of our common stock. 

We have never paid, and have no intentions in the foreseeable future to pay, any dividends on our common stock. Therefore, an investor 
who purchases our common stock, in all likelihood, will only realize a profit on his investment if the market price of our common stock 
increases in value. 

Termination of employment agreements we have entered into with our executive and other officers could negatively affect the market 
price of our common stock because they discourage open market purchases of our common stock by purchasers who might seek to 

secure control of Ortec . 

We have entered into agreements with Messrs. Steven Katz and Ron Lipstein, two of our executive officers, and with one other employee, 
Mr. Alain Klapholz, who is not an executive officer, that provide for payments to them in the event that their employment is terminated by 
us, including “constructive termination” as defined in those agreements. We will pay to Messrs. Katz and Lipstein an amount equal to 
2.99 times, and to Mr. Klapholz 1.99 times, the average annual compensation paid by us to such person in the five tax years prior to 
termination of his employment. The agreements also provide that (a) in the event of such termination of employment, the expiration dates 
of all options and warrants which have been granted to such persons and which expire less than three years after such termination of 
employment, will be extended so that such options and warrants expire three years after such termination of employment, and (b) that we 
will reimburse such persons for any federal excise taxes (and for taxes on such reimbursements) payable by such persons because of such 
termination of employment payments we make to them. The agreements further provide that in the event of the death or disability of any 
of Messrs. Katz, Lipstein or Klapholz, or the voluntary termination by either Messrs. Katz or Lipstein of their employment with us, we 
will pay to such person an amount equal to the compensation received by such officer from us in the previous twelve months. 

Such termination of employment agreements could also discourage persons from making open market purchases of our common stock for 
the purpose of securing a controlling interest in Ortec. 

Our operations might be interrupted by the occurrence of a natural disaster or other catastrophic event. 

We depend on our collaborators, contractors and vendors and on our laboratories and other facilities for the continued operation of our 
business. Natural disasters or other catastrophic events, including terrorist attacks, power interruptions, wildfires and other fires, actions of 
animal rights activists, earthquakes and wars could disrupt our operations or those of our collaborators, contractors and vendors. Even 
though we believe we carry reasonably adequate business interruption and liability insurance, and Cambrex and our suppliers may carry 
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liability insurance that protects us in certain events, we might suffer losses as a result of business interruptions that exceed the coverage 
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available under our and such other entities’ insurance policies or for which we or such other entities do not have coverage. For example, 
we are not insured against a terrorist attack. Any natural disaster or catastrophic event could have a significant negative impact on our 
operations and financial results. 

New laws and regulations affecting corporate governance may impede our ability to retain and attract board members and executive 
officers, and increase the costs associated with being a public company. 

On July 30, 2002, President George W. Bush signed into law the Sarbanes-Oxley Act of 2002. The new act is designed to enhance 
corporate responsibility through new corporate governance and disclosure obligations, increase auditor independence, and provide tougher 
penalties for securities fraud. In addition, the Securities and Exchange Commission and NASDAQ have adopted rules in furtherance of 
the act and are considering adopting others. This act and the related new rules and regulations will likely have the effect of increasing the 
complexity and cost of our company’s corporate governance and the time our executive officers spend on such issues, and may increase 
the risk of personal liability for our board members, chief executive officer, chief financial officer and other executives involved in our 
company’s corporate governance process. As a result, it may become more difficult for us to attract and retain board members and 
executive officers involved in the corporate governance process. In addition, we have experienced, and will continue to experience, 
increased costs associated with being a public company, including additional professional and independent registered public accountant 
fees. 

New Accounting Pronouncements May Negatively Impact our Future Results of Operations 

In December 2004, the Financial Accounting Standards Board (FASB) issued Statement of Financial Accounting Standards (SFAS) 
No. 123(R) “Share-Based Payment.” This statement, which will be effective in our first quarter of 2006, will change how we account for 
share-based compensation, and may have a significant impact on our future results of operations. 

We currently account for share-based payments to employees and directors using the intrinsic value method. Under this method, we 
generally do not recognize any compensation related to stock option grants we issue under our stock option plans. 

SFAS 123(R) will require us to recognize share-based compensation as compensation expense in the statement of operations based on the 
fair values of such equity on the date of the grant, with the compensation expense recognized over the period in which the recipient is 
required to provide services in exchange for the equity award. This statement will also require us to adopt a fair value-based method for 
measuring the compensation expense related to share-based compensation. We have begun, but have not completed, evaluating the impact 
of the adoption of SFAS 123(R) on our results of operations. In connection with evaluating the impact of SFAS 123(R), we are 
considering the potential implementation of different valuation methods to determine the fair value of share-based compensation. We 
believe the adoption of SFAS 123(R) will have a material impact on our results of operations, regardless of the valuation method used. 
SFAS 123(R) also requires the benefits of tax deductions in excess of recognized compensation cost to be reported as a financing cash 
flow, rather than as an operating cash flow. This requirement will reduce our net operating cash flows and increase our net financing cash 
flows in periods after adoption. SFAS 123(R) may also delay when we become profitable, if ever. 

Future changes in generally accepted accounting principles, including pronouncements relating to revenue recognition, may have a 
significant effect on our reported results, including reporting of transactions completed before the effective date of such pronouncements. 
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Item 2. DESCRIPTION OF PROPERTY 

Pursuant to a lease which expires December 31, 2007, we occupy an aggregate of approximately 14,320 square feet of space in Columbia 
University’s Audubon Biomedical Science and Technology Park in New York City, for laboratory and office space. We use our 
laboratories for assay development, wound healing research, biomaterial development, bioprocess development, histology, quality 
assurance testing and for two clean rooms where we produce ORCEL. Rent for the entire 14,320 square feet is $60,860 per month. 

    

Item 3. LEGAL PROCEEDINGS 

We have successfully defended challenges to our United States and European patents in the past. Advanced Tissue Sciences (ATS) 
challenged, in the European Patent Office, the grant of our European Patent upon the ground that the patent lacks novelty and is not 
inventive over prior art. The proceeding began November 5, 1998 and involved ATS as the opposer and Ortec, as the patentee. The first 
hearing was resolved in our favor. That is, the European Patent Office Tribunal affirmed the grant of the patent, ruling against ATS. ATS 
then appealed the decision in our favor seeking cancellation of the patent. In January 2006 we were informed that ATS withdrew its 
appeal. Withdrawal of the appeal by ATS concludes this litigation and our European patent remains as originally issued. 

    

Item 4. SUBMISSION OF MATTERS TO A VOTE OF SECURITY HOLDERS 

There were no matters submitted to a vote during the three months ended December 31, 2005. 
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PART II 

    

Item 5. MARKET FOR COMMON EQUITY AND RELATED STOCKHOLDER MATTERS 

Market Information 

Our common stock commenced trading on January 19, 1996, under the symbol “ORTC.” The common stock traded on the NASDAQ 
Small Cap market until August 2002, when it was delisted from the Small Cap market and commenced trading on the National 
Association of Securities Dealers’ Bulletin Board, where it presently trades under the symbol “ORTN.OB.” The following table sets forth 
the high and low sales prices of our common stock as reported by the Bulletin Board for each full quarterly period within the two most 
recent fiscal years. 

                

    HIGH   LOW   
        
2005 Quarter               
First   $ 1.19   $ 0.63   
Second     0.88     0.27   
Third     0.40     0.24   
Fourth     0.35     0.17   
                
2004 Quarter               
First     3.55     1.95   
Second     2.95     2.05   
Third     2.40     1.35   
Fourth     2.30     0.89   

Security Holders 

To the best of our knowledge, at March 3, 2006, there were 317 record holders of our common stock. We believe there are more than 
1,800 beneficial owners of our common stock whose shares are held in “street name.” 

Dividends 

We have not paid and have no current plans to pay dividends on our common stock. Under of our Agreement with Paul Royalty Fund we 
agreed not to issue any new debt or equity securities that contain cash dividend or mandatory redemption provisions. 

Recent Sales of Unregistered Securities 

In addition to our unregistered sales of our equity securities during the three-month period ended December 31, 2005, which we reported 
on Forms 8-K, in that three-month period we have also sold and/or issued our equity securities which were not registered under the 
Securities Act of 1933, as amended (the “Act”), in the transactions described below. No underwriters were involved in any of these 
transactions. 

      

  (a) On October 18, 2005, in partial consideration for services rendered by it to us we granted one company three-year warrants 
to (i) purchase 25,000 shares of our common stock at an exercise price of $1.00 per share, which vested immediately upon 
our extension of the original three-month term of their service agreement. The grant of such warrants was exempt from the 
registration requirements of the Act pursuant to the provisions of Section 4(2) of the Act as a transaction by an issuer not 
involving any public offering. 

      
  (b) On December 1, 2005, in partial consideration for services rendered by the same company to us we granted that company 

three-year warrants to (i) purchase an additional 25,000 shares of our common stock at an exercise price of $0.50 per share, 
which warrants will vest on March 31, 2006, and (ii) to 
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    purchase an additional 25,000 shares of our common stock at an exercise price of $1.00 per share, which vest only if we and 
the service provider extend the original three-month term of the service agreement beyond March 31, 2006. The grant of 
such warrants was exempt from the registration requirements of the Act pursuant to the provisions of Section 4(2) of the Act 
as a transaction by an issuer not involving any public offering. 

 
    

Item 6. MANAGEMENT’S PLAN OF OPERATION 

The following discussion should be read in conjunction with our financial statements and notes thereto. This discussion may be deemed to 
include forward-looking statements. 

Plan of Operation 

We are a development stage enterprise which had no operating revenue prior to December 2001. During 2001, we received Food and 
Drug Administration approval for the use of the fresh form of ORCEL for the treatment of patients with recessive dystrophic 
epidermolysis bullosa and for donor sites in burn patients. We began marketing and selling our product for use on patients with one of 
these indications using a contracted sales organization. Our sales and marketing efforts were active only for a brief period and accordingly 
our revenues were not significant. We terminated our sales efforts and elected to focus our attention on completing development of a 
cryopreserved form of our product for treatment of chronic wounds affecting larger populations. As a result, we completed a clinical trial 
during 2003 for the use of the cryopreserved form of ORCEL to treat venous stasis ulcers and filed an application for pre-market approval 
(PMA) with the FDA in February 2004. In a letter dated April 25, 2005, although the FDA concluded that cryopreserved ORCEL showed 
promise for the effective treatment of venous stasis ulcers, the FDA determined that additional data would be necessary, to confirm 
cryopreserved ORCEL’s effectiveness and safety treating venous stasis ulcers. The clinical data from the pivotal trial of 136 patients 
submitted to the FDA showed that in 60 patients who had typical venous ulcers (defined as those ulcers with partial or full-thickness 
ulcers in which the wound base is visible and the ulcer extends through the dermis but not into the subcutaneous tissue to fascia, muscle or 
bone), 59% of the ORCEL treated patients achieved wound closure versus 36% of the patients who received the standard of care 
treatment. The FDA agreed that data of these 60 patients would be combined with that of the 60 patients to be enrolled in a confirmatory 
clinical trial and the combined results will be analyzed using Bayesian statistics. We obtained FDA approval for our confirmatory trial 
protocol in mid July 2005 and began the confirmatory trial in mid August 2005. We expect to complete enrollment for this clinical trial no 
later than April 2006. Our plan of operation for the next twelve months is to complete such clinical trial and continue to work towards 
obtaining regulatory clearance for commercial sales of cryopreserved ORCEL to treat venous stasis ulcers. In the interim, we are working 
with Cambrex Bio Science Walkersville, Inc., a subsidiary of Cambrex Corporation (Cambrex) to limit expenditures under our 
manufacturing agreement primarily to those which are essential for conducting the trial. Together, we are working on process 
improvements that we expect will drive down the cost of ORCEL as we plan for the potential commercialization of our product. During 
2005, Cambrex further supported our efforts both through a $200,000 investment in the January 2005 private placement and for the period 
May through October 2005, agreeing to accept our common stock and warrants in exchange for approximately $800,000 of production 
suite charges. The common stock and warrants exchanged for the production suite charges have not yet been issued. 

We have deferred conducting a pivotal clinical trial for the use of ORCEL in the treatment of diabetic foot ulcers until after FDA 
determination of whether we may make commercial sales of cryopreserved ORCEL to treat venous stasis ulcers. We completed a pilot 
clinical trial for the use of ORCEL, in its fresh, not cryopreserved, form in the treatment of diabetic foot ulcers in the latter part of 2001. 
The results of that clinical trial showed a 75% improvement over the standard of care as well as a daily healing rate that was twice as fast 
as the standard of care, for those patients treated with ORCEL. On January 6, 2005, we submitted a modified protocol to the FDA for the 
conduct of a clinical trial of cryopreserved ORCEL to treat diabetic foot ulcers. In February 2005, the FDA completed a review of our 
modified protocol and gave us permission to initiate a pivotal trial evaluating cryopreserved ORCEL in the treatment of diabetic foot 
ulcers. We expect to initiate patient enrollment for the diabetic foot ulcers pivotal clinical trial shortly after receiving FDA clearance for 
commercial sales of ORCEL in the treatment of venous stasis ulcers. We expect that the diabetic foot ulcers clinical trial will be 
conducted at up to 25 clinical centers and involve up to approximately 200 patients. 

In the past twelve months, in anticipation of commercialization of ORCEL, operations were focused towards finalizing the ORCEL 
production process at Ortec and transferring the commercial manufacturing operations to Cambrex. During this time we enhanced and 
partially validated the ORCEL production process at Ortec allowing 
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for the transfer of the production process and full validation at Cambrex. We submitted our manufacturing process to the FDA as part of 
the PMA application and received no significant comments from the FDA. We transferred the ORCEL manufacturing process to Cambrex 
and have worked with Cambrex in validating our production process of ORCEL at Cambrex. Work was also ongoing in the area of 
process development to improve the consistency, increase the scale and reduce the cost of producing ORCEL. To improve the consistency 
of ORCEL, we improved the process for the production of collagen sponges at our collagen sponge contract manufacturer, and identified 
a “BSE-free” source of corium for collagen. To increase scale and reduce the cost of manufacturing ORCEL, we developed a cell factory 
process to provide for the ability to accomplish larger scale cell expansion which will facilitate the production of additional cell inventory. 
The cell factory project is expected to be completed in June 2006. Development efforts were also ongoing to improve the process, and 
reduce the cost of producing our collagen sponge matrix, which included developing alternative sources of supply of bovine hide collagen 
and various grades of sponges that could provide new business opportunities. We validated several assay methods used to qualify 
incoming raw materials and to monitor both the ORCEL production process and the final ORCEL product, all required by the FDA. 
Manufacturing cost reduction projects of longer duration may be delayed, or may be accomplished in collaboration with Cambrex. 
Preliminary discussions with Cambrex have taken place with respect to the transfer of our cell expansion processes as well as co-
development of longer duration cost reduction and increased production process projects. The costs associated with these projects will be 
negotiated with Cambrex. 

The following is a listing of the projected development activities on which we expect to focus during the next twelve months: 

      

  • Development and transfer to Cambrex of a process which doubles the ORCEL production lot size, 
  • Production and expansion of cell inventory, 
  • Completion of development of the cell factory project, 
  • Completion of all FDA required tests and validations, and 
  • Validation of “BSE-free” collagen. 

We expect that the above projects will require our current level of staffing. We periodically review and adjust our staffing levels and 
operational expenses for maximum efficiency. 

Additionally we plan to: 

      

  • acquire Hapto and expand our focus to application of our technologies to opportunities in regenerative medicine such as 
stem cells, wound healing, and cosmetic tissue augmentation; 

  • explore opportunities where we can use our FDA approved facility, cell culturing biomaterials and regulatory knowledge 
and expertise as an income source or to secure interests in other company’s biotechnology products or in their business 
operations; 

  • Examine potential licensing opportunities for use of our biomaterials in other tissue engineering applications; 
  • Pursue co-development opportunity using growth factor media in development of cosmeceutical product, and 
  • Submit proposals to the appropriate agencies for the purpose of securing available research grants. 

We may invest approximately $125,000 for equipment which will allow us to expand our collagen sponge manufacturing capacity. 

We do not presently expect any significant changes in personnel in 2006. 

Letter of Intent to Acquire Hapto Biotech 

On December 15, 2005 we executed a non-binding letter of intent to acquire Hapto Biotech (Hapto), a privately-held company involved in 
the field of tissue engineering focused on the development of two proprietary fibrin derived platform technologies: Fibrin Micro Beads 
(FMB’s) and Fibrin based peptides (Haptides ™ ), which have demonstrated the ability to optimize the recovery, potential delivery and 
therapeutic value of adult stem cells. Hapto’s research indicates that FMB’s have the ability to efficiently recover adult stem cells from 
mixed cell populations, as well as, allow for their growth, proliferation and potential reimplantation into the patient. Hapto’s research also 
indicates that Haptides ™ have the ability to enhance cell attraction and attachment, as well as effect cellular internalization of 
macromolecules and nanoparticles, allowing for the potential development of products for the stem cell, tissue regeneration and tissue 
augmentation, gene therapy and drug delivery markets. 
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We closed our acquisition of Hapto on April 14, 2006. For such acquisition we issued a total of 30,860,000 shares of our common stock to 
the Hapto shareholders and granted them warrants to purchase an additional 3,000,000 of our common shares at $0.30 per share. The 
investment banking firm of Rodman & Renshaw, LLC acted as our advisor in this acquisition. 

Other Liquidity Matters 

Our agreement with Paul Royalty Fund (PRF) provides that in certain events PRF may, at its option, compel us to repurchase the interest 
in our revenues that we sold to PRF for a price equal to the $10,000,000 PRF paid us plus an amount that would yield PRF a 30% per 
annum internal rate of return on its $10,000,000 investment. Among the events that would entitle PRF to compel us to repurchase its 
interest in our revenues at that price is if we are insolvent or if we are unable to pay our debts as they become due. Our agreement with 
PRF provides that in determining such insolvency any amount we owe to PRF is excluded in calculating our net worth (or negative net 
worth). In addition, although we are currently trying to manage our debt we are not paying our debts as they become due. As defined in 
our agreement with PRF we are currently insolvent. As a result of this insolvency our obligation under the revenue interest assignment is 
stated at $29,569,000, the amount PRF could compel us to repurchase their revenue interest at December 31, 2005. Although in December 
2004 we entered into an eighteen-month forbearance agreement providing that PRF would not prior to July 1, 2006 compel us to 
repurchase its interest in our revenues because of our insolvency, as of December 31, 2005 we were still considered insolvent and 
therefore were required to record as an obligation we owe PRF the amount to provide PRF with a 30% internal rate of return on its 
$10,000,000 investment. If in the future PRF exercised its right to compel us to repurchase its interest in our revenues and we did not have 
the funds to do so, PRF could foreclose its security interest in our U.S. patents, patent applications and trademarks and in such event we 
may have to discontinue our business operations. Outside of a repurchase event, more fully explained in Note 10 of the consolidated 
financial statements, PRF would be entitled to the applicable royalty percentages of our future revenues in North America. We estimate 
that we would need to achieve a North American sales level of approximately $1,160,000,000 during the approximate remaining five sales 
years under the revenue interest assignment agreement to offset the principal balance of the $29,569,000 revenue interest obligation. We 
are prohibited by SFAS 15 from making a reasonable estimation of our future sales to assess the amount of our future debt payments and 
therefore are precluded from reducing the liability and recognizing a gain at this time. We believe we will likely record a gain on the 
revenue interest assignment obligation to PRF in 2011 or upon termination, if sooner. 

We will need to secure additional financing for the approximately $850,000 of cash we are currently consuming per month. The amount 
of cash we consume each month fluctuates, depending, among other things, on whether we are incurring expenses from services provided 
by third party suppliers in connection with a clinical trial and what payments we have to make on our outstanding debt. 

As of December 31, 2005, payment of approximately $1,354,000 of the approximately $1,980,000 we owed to our trade creditors was 
past due. We have entered into agreements with creditors to whom we owe an aggregate of $736,000 (as of December 31, 2005) to pay 
$471,000 in 2006 and $265,000 in 2007. 

While we have arranged for payment of some of our obligations over a period of time, and have to make other payments of past due 
obligations to our current and ongoing suppliers, our ability to make payments we have agreed to pay and to insure continued receipt of 
needed supplies, and to continue reducing our past due obligations, will depend on our ability to secure needed financing or our ability to 
issue equity in satisfaction of certain obligations. 

We hope to obtain additional funds through the sale of our securities to the public and through private placements, debt financing or other 
short-term loans. We may not be able to secure any financing nor may we be able to reach the larger patient population markets of persons 
with venous stasis ulcers and diabetic foot ulcers, with funds that we may be able to raise. We are also likely to continue to encounter 
difficulties which are common to development stage companies, including unanticipated costs relating to development, delays in the 
testing of products, regulatory approval and compliance and competition. 
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Our capital funding requirements depend on numerous factors, including: 

      

  • the progress and magnitude of our research and development programs; 
  • the time involved in obtaining regulatory approvals for the commercial sale of our ORCEL product in its cryopreserved 

form to treat venous stasis ulcers and, later, diabetic foot ulcers; 
  • the costs involved in filing and maintaining patent claims; 
  • technological advances; 
  • competitive and market conditions; 
  • the successful implementation of the agreements we have entered into with Cambrex for manufacturing and sales of our 

ORCEL product; 
  • our ability to establish and maintain other collaborative arrangements and 
  • the cost and effectiveness of commercialization activities and arrangements. 

Unless we obtain additional financing we will not be able to continue to operate our business. 

On March 17, 2006, we settled a vendor liability of approximately $102,000 for $35,000 cash payable in seven equal monthly installments 
and a three-year warrant to purchase 285,000 shares of our common stock at an exercise price of $0.25. The warrant has piggyback 
registration rights. 

In March 2006, we received $380,000 of short-term loans from two entities. One loan for $130,000 was from one of our executive 
officers, is non-interest bearing and is payable from the proceeds of our recent private placement of our securities. The second loan for 
$250,000 bears interest at 8% per annum and was from the investor who had committed to provide us with $1,058,000 by the later of the 
filing of our pre-market approval application for our confirmatory venous leg ulcer trial, or March 31, 2006. This $250,000 loan 
automatically converted into the equity securities we issued in our recent private placement, at 1.2 times the principal and accrued interest 
amount. Additionally we agreed that upon conversion of such $250,000 loan to our equity securities, since the investor provided us with 
the funds earlier than was required, we would forego such investor’s $808,000 remaining commitment and that the earlier repricing (upon 
commitment) of our warrants held by such investor would not be affected. 

On March 31, 2006, we received $65,000 in a short-term loan from our executive officers, of which $35,000 was repaid on April 6, 2006. 
On April 3, 2006 we received another short-term loan of $45,000 from another of our executive officers. Both of these loans will be 
repaid from the proceeds of our recent private placement. On April 17, 2006, with the completion of our recent private placement, we 
converted the $250,000 short-term loan with its then outstanding loan balance of $301,333 into 301.33 shares of our Series E Preferred 
Stock, and issued a warrant to purchase 1,506,665 shares of our common stock at an exercise price of $0.50 per share. On April 5, 2006 
we received a $200,000 short-term loan due April 30, 2006 to be repaid at 110% of principal plus accrued interest at 8% per annum on the 
original $200,000 principal balance. We issued a three-year warrant to purchase 50,000 shares of our common stock at an exercise price of 
$0.50 per share to the lender. 

On April 17, 2006, we completed a private placement sale for aggregate gross proceeds of $6,176,000 to accredited investors of our 6% 
Series E Convertible Preferred Stock and warrants to purchase our common stock. The Series E Convertible Preferred Stock is entitled to 
vote on an “as converted” basis on all matters submitted to a vote by the holders of the common stock. At any time these investors can 
convert their preferred stock into common stock at a $0.20 conversion price. If we complete a reverse split of our outstanding common 
stock by June 16, 2006, the investors are obligated to convert their preferred stock on the 21 st trading day following such reverse split by 
dividing the amount they paid for such preferred shares plus dividends at 6% per annum, by the lesser of $0.20, or 90% of the average of 
the volume weighted average prices for our common stock for the twenty trading days following the effective date of such reverse stock 
split. We issued a five-year warrant to purchase our common stock at $0.50 per share, for the number of common shares equal to the 
purchase price paid for our convertible preferred shares divided by $0.20, or warrants to purchase an aggregate of 30,880,000 of our 
common shares. The warrants carry full ratchet price reset provisions should we sell our common stock or our other securities convertible 
into, or exercisable for, our common stock, at an effective price per common share less than the $0.50 exercise price of the warrants. We 
are obligated to register, under the Securities Act of 1933, all of the shares of our common stock issuable upon conversion of the 6% 
Series E Convertible Preferred Stock, or upon exercise of such warrants. We will pay investors 2% per month for any failure to timely file 
by June 18, 2006 or obtain an effective registration statement by August 17, 2006. 

Off-Balance Sheet Arrangements 
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We had no off-balance sheet arrangements as of December 31, 2005. 

    

Item 7. FINANCIAL STATEMENTS 

See Financial Statements and Financial Statement Index commencing on page F-1 hereof. 

    

Item 8. CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON ACCOUNTING AND FINANCIAL 
DISCLOSURE 

On October 29, 2004, we filed a Form 8-K/A disclosing that Grant Thornton LLP had resigned as our independent accountants with no 
disagreements. On January 21, 2005, we filed a Form 8-K/A disclosing that BDO Seidman, LLP had been retained as our independent 
accountants. 

    

Item 8A. CONTROLS AND PROCEDURES 

(a)      Evaluation of disclosure controls and procedures. 

Our Principal Executive Officer and Principal Financial Officer, after evaluating the effectiveness of our disclosure controls and 
procedures (as defined in Rules 13a-15 (e) and 15-d-15 (e) of the Securities and Exchange Act of 1934, as amended) required by 
paragraph (b) of Rule 13a-15 or Rule 15d-15, as of December 31, 2005 (“Evaluation Date”) have concluded that our disclosure controls 
and procedures are effective in timely alerting us to material information relating to us and our consolidated subsidiary, required to be 
included in our periodic filings with the Securities and Exchange Commission. 

(b)      Changes in internal controls over financial reporting. 

There were no changes in our internal controls or in other factors that could materially affect, or are likely to materially affect, our internal 
controls over financial reporting in the fourth quarter of 2005. 

    

Item 8B. OTHER INFORMATION 

None. 
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PART III 

    

Item 9. DIRECTORS AND EXECUTIVE OFFICERS OF THE REGISTRANT 

Directors and Executive Officers 

Set forth below are our directors and executive officers, their respective names and ages, positions with us, principal occupations and 
business experiences during at least the past five years and the dates of the commencement of each individual’s term as a director and/or 
officer. 

                

Name     Age     Position   
          

Steven Katz, Ph.D.   61   Chairman of the Board of Directors 
Ron Lipstein   50   Chief Executive Officer, Vice Chairman of the  

  Board of Directors, Secretary and Treasurer 
Constantin Papastephanou, Ph.D.   60   President and Chief Operating Officer 
Alan W. Schoenbart   47   Chief Financial Officer 
Mark Eisenberg, M.D.   68   Director 
Steven Lilien, Ph.D.   58   Director 
Allen I. Schiff, Ph.D.   59   Director 
Gregory B. Brown, M.D.   52   Director 

Directors 

Steven Katz , one of our founders, has been a Director since our inception in 1991 and was elected Chairman of our Board of Directors in 
September 1994. We have employed him since 1991. Dr. Katz has also been a Professor of Economics and Finance at Bernard M. Baruch 
College in New York City since 1972. He has a Ph.D. in Finance and Statistics as well as an MBA and an MS in Operations Research, 
both from New York University. 

Ron Lipstein , one of our founders, has been the Secretary, Treasurer, and a Director of Ortec since 1991. Mr. Lipstein was elected Vice 
Chairman of our Board of Directors in January 2001 and as our Chief Executive Officer in March 2003. He was our Chief Financial 
Officer from our inception in 1991 until December 2004. We have employed him since 1991. Mr. Lipstein is a Certified Public 
Accountant. 

Mark Eisenberg , one of our founders, has been a Director since 1991. Dr. Eisenberg was formerly our Senior Vice President and a 
consultant to us. See “Certain Relationships and Related Transactions”. He has been a physician in private practice in Sydney, Australia 
since 1967. He is a member and co-founder of the dystrophic epidermolysis bullosa clinic at the Prince of Wales Hospital for children in 
Sydney, Australia. He has done extensive research on epidermolysis bullosa disease. 

Steven Lilien has been a Director since February 1998. He was Chairman of the accounting department of Bernard M. Baruch College in 
New York City for fifteen years and is currently the Weinstein Professor of Accounting there. He is a Certified Public Accountant and has 
a Ph.D. in accounting and finance and an MS, both from New York University. 

Allen I. Schiff has been a Director since June 2001. He is a Professor of Accounting and is currently the Area Chair of the undergraduate 
and graduate accounting departments at Fordham University School of Business. He has also served as Director of the MBA Consulting 
Program at Fordham University Graduate School of Business since 1992. He has a Ph.D. in finance and economics and an MS in 
accounting, both from New York University. 

Gregory B. Brown has been a Director since March 2003. Since January 2003 Dr. Brown has been a Partner at Paul Royalty Partners and 
serves as the Director selected by Paul Royalty Fund (PRF). Pursuant to our agreement with PRF, we are required to elect a person 
designated by PRF as a Director of Ortec. From 1997 to 2002 Dr. Brown 
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served as a Managing Director of Adams, Harness & Hill, an investment banking firm, and from April 2001 to December 2002 as head of 
its healthcare division and co-head of investment banking. Prior to 1997 Dr. Brown was a thoracic and vascular surgeon. He received a B.
A. degree from Yale University, an M.D. from Upstate Medical School and an M.B.A. from Harvard Business School. 

All directors hold office until the next annual meeting of stockholders and the election and qualification of their successors. Drs. Mark 
Eisenberg, Steven Lilien, Allen I. Schiff and Gregory B. Brown are non-employee directors. 

Executive Officers 

Officers are elected annually by the Board of Directors and serve at the discretion of the Board of Directors. Two of our executive 
officers, Steven Katz and Ron Lipstein, are also members of our Board of Directors. Information with regard to such persons is set forth 
above under the heading “Directors.” The other executive officers are Constantin Papastephanou, our President, and Alan W. Schoenbart, 
our Chief Financial Officer. 

Constantin Papastephanou was employed by us in February 2001 as our President and Chief Operating Officer. Prior to joining us he was 
employed by Bristol Myers-Squibb for 30 years, the last 14 of which he was with Bristol Myers’ Convatec, a multinational ostomy and 
wound care management division. His last position at Convatec was as president of the global chronic care division, where he was 
responsible for that division’s sales and marketing, clinical trials, research and development, manufacturing, quality assurance and 
regulatory affairs. He holds a Ph.D. in Biochemistry from the University of Miami as well as a Master of Science in Microbial 
Biochemistry from the University of London. 

Alan W. Schoenbart has been our Chief Financial Officer since December 2004. He had been acting as Director of Finance since joining 
us in March 2004. From April 1999 to December 2003, he was Chief Financial Officer of Vizacom Inc., a publicly traded provider of 
consumer software and information technology services and products, and a designer of WiFi networks. From 1997 to 1999, he was CFO 
of Windswept Environmental and from 1995 to 1997, he was CFO of Advanced Media, Inc., both publicly held entities. From 1993 to 
1995 he was Controller of Goodtimes Entertainment, a privately held distributor of videos and software to mass merchant chains. From 
May 1981 to August 1993, he worked at KMPG as a Manager and at other public accounting firms. Mr. Schoenbart has a BS in 
Accounting from Fairleigh Dickinson University and is a Certified Public Accountant. 

We do not have an employment agreement with either Dr. Papastephanou or Mr. Schoenbart. 

Significant Employee 

Melvin Silberklang is our vice president for research and development and our Chief Scientific Officer. He has held those positions for all 
of the 11 years that he has been employed by us. Dr. Silberklang is 56 years old. 

We do not have an employment agreement with Dr. Silberklang. 

The Committees 

During 2005 our Board of Directors had an Audit Committee and a Compensation Committee. The Board of Directors does not have a 
Nominating Committee and the entire Board of Directors performs the usual functions of such committee. 

Audit Committee . The functions of the Audit Committee include recommendations to the Board of Directors with respect to the 
engagement of our independent certified public accountants and the review of the scope, cost and effect of the audit engagement. The 
current members of the Audit Committee are Drs. Lilien and Schiff. Dr. Lilien serves as chairman of the Audit Committee. Both Drs. 
Lilien and Schiff are independent as Audit Committee independence is defined in the rules of the NASDAQ stock market. Both Drs. 
Lilien and Schiff are Audit Committee financial experts in that each has: 

      

  • an understanding of generally accepted accounting principles and financial statements; 
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  • the ability to assess the general application of such principles in connection with the accounting for estimates, accruals and 
reserves; 

  • experience preparing, auditing, analyzing or evaluating financial statements that present a breadth and level of complexity of 
accounting issues that are generally comparable to the breadth and complexity of issues that can reasonably be expected to 
be raised by our financial statements, or experience actively supervising one or more persons engaged in such activities; 

  • an understanding of internal controls and procedures for financial reporting; and 
  • an understanding of audit committee functions. 

As we noted above Dr. Lilien is a Certified Public Accountant, has a Ph.D. in accounting and finance. He was Chairman of the accounting 
department of Bernard M. Baruch College in New York City for fifteen years and is currently the Weinstein Professor of Accounting 
there. Dr. Schiff has an M.S. in accounting and a Ph.D. in finance and economics. He is a Professor of Accounting and is currently the 
Area Chair of the undergraduate and graduate accounting departments at Fordham University School of Business in New York City. 

Compensation Committee. The function of the Compensation Committee is to make recommenda­tions to the Board of Directors with 
respect to the compensation of our executive officers, including salary, bonus and other incentives. The current members of the 
Compensation Committee are Drs. Schiff, who acts as its Chairman, Katz and Lilien. A subcommittee of the Compensation Committee, 
consisting of Drs. Schiff and Lilien, determines stock option grants under our Stock Option Plan to employees, consultants and advisors. 
Dr. Katz is authorized to grant in his discretion stock options to persons other than our directors and executive officers. The Board of 
Directors reserves the right to grant stock options. 

Nominations for Directors. The Board of Directors will consider candidates for election as directors recommended by our stockholders. 
Stockholders should submit their recommendations in writing, together with the recommended person’s qualifications to serve as a 
director, addressed to Ortec International, Inc., 3960 Broadway, New York, N.Y. 10032, Attn: Ron Lipstein, Secretary. 

Attendance at Meetings 

During 2005, the Board of Directors, Audit Committee, Compensation Committee and Stock Option sub-committee each met or acted 
without a meeting pursuant to unanimous written consent nine times, seven times, two times and seven times, respectively. 

Section 16(a) Beneficial Ownership Reporting Compliance 

Section 16(a) of the Securities Exchange Act of 1934 as amended (the “Exchange Act”) requires our officers and directors, and persons 
who own more than ten percent of our common stock to file reports of ownership and changes of ownership with the Securities and 
Exchange Commission. These persons are also required to furnish us with copies of all forms filed under Section 16(a). 

Based solely on our review of the copies of those forms received by us, or written representations from such persons, all Section 16(a) 
filing requirements in the fiscal year ended December 31, 2005 were met. 

Code of Ethics 

The Board of Directors has adopted a code of ethics requiring our employees, including our executive officers and our directors, to act 
honestly and with integrity with respect to us and our business dealings and to provide full and fair disclosure about us that is required to, 
or will be reported to the public. The code of ethics requires our employees to disclose to our Board of Directors any material transaction 
or relationship on the part of any Ortec employee or director that could reasonably be deemed dishonest or that reasonably could be 
expected to give rise to an actual or apparent conflict of interest. We have filed a copy of our code of ethics with the Securities and 
Exchange Commission. 
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Item 10. EXECUTIVE COMPENSATION 

The following table sets forth the compensation paid by us for our fiscal years ended December 31, 2005, 2004 and 2003 to (i) our Chief 
Executive Officer, (ii) three other executive officers and (iii) one additional individual for whom disclosure would have been provided but 
for the fact that the individual was not serving as an executive officer at the end of the last completed fiscal year (the “Named Executive 
Officers”). The number of shares of our common stock issuable upon the exercise of options, the exercise prices and the potential 
realizable values as of December 31, 2005 of those options granted in 2005, are the number of shares, exercise prices and realizable values 
after giving effect to the one share for ten shares reverse split of our common stock effective June 24, 2003. 

SUMMARY COMPENSATION TABLE 

                                  

Name and Principal  
Position   Year     

Salary  
($)   

Bonus  
($) (1)   

Restricted  
Stock  

Awards  
($) (5)   

Securities  
Underlying  
Options /  
SARs (#)   

              
Ron Lipstein     2005     260,000     127,684 (2)   1,190,000 (6)   3,179,619   
 CEO, Vice Chairman     2004     260,000     80,747 (3)   —     —   
 and Secretary     2003     224,366     118,300     —     476,431   
                                  
                                  
                                  
Steven Katz     2005     150,000     127,684 (2)   404,600 (7)   3,179,619   
 Chairman     2004     150,000     80,747 (2)   —     —   
      2003     158,558     118,300 (4)   —     476,431   
                                  
                                  
Constantin Papastephanou     2005     230,596     —     83,300 (8)   —   
 President     2004     220,500     —     —     —   
      2003     207,493     —     —     57,500   
                                  
                                  
                                  
Melvin Silberklang     2005     190,709     —     —     —   
 VP, Chief Scientific     2004     185,000     —     —     —   
 Officer     2003     172,735     10,000     —     7,500   
                                  
                                  
Alan W. Schoenbart     2005     150,000     —     17,000 (9)   —   
 Chief Financial Officer     2004     100,000     —     —     10,000   
      2003     —     —     —     —   

(1) Mr. Lipstein and Mr. Katz’s bonuses are equal to 1% each of the funds raised on our behalf (whether such funds are raised in equity or 
debt financings or as a result of licensing transactions) as well as options to purchase a number of shares equal to up to 10% of the number 
of shares issued in any such financing transaction.  
(2) Amount has been deferred.  
(3) $49,528 has been deferred.  
(4) $13,300 has been deferred.  
(5) Dollar values denoted for each individual are as of original dates of grant. Pursuant to our agreements with these individuals these 
shares will be forfeited by them if at any time prior to January 1, 2007 we no longer employ such person. The shares may only be sold in 
five monthly installments commencing January 1, 2007. No dividends will be paid on the restricted stock awards.  
(6) As of December 31, 2005, 1,000,000 restricted shares valued at $190,000 (The product of $0.19 (the closing price of our common 
stock at December 31, 2005, as reported on the over the counter Bulletin Board) and the number of restricted shares).  
(7) As of December 31, 2005, 340,000 restricted shares valued at $64,600 (The product of $0.19 (the closing price of our common stock 
at December 31, 2005, as reported on the over the counter Bulletin Board) and the number of restricted shares).  
(8) As of December 31, 2005, 245,000 restricted shares valued at $46,500 (The product of $0.19 (the closing price of our common stock 
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at December 31, 2005, as reported on the over the counter Bulletin Board) and the number of restricted shares).  
(9) As of December 31, 2005, 50,000 restricted shares valued at $9,500 (The product of $0.19 (the closing price of our common stock at 
December 31, 2005, as reported on the over the counter Bulletin Board) and the number of restricted shares). 
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The following tables show for the fiscal year ended December 31, 2005, certain information regarding options granted to, exercised by, 
and held at year-end by, the Named Executive Officers: 

Option Grants in Last Fiscal Year 

                            

Option/ SAR Grants in Last Fiscal Year   
  

Name   

Number of 
securities 

underlying 
options 
granted   

Percent of  
total  

options  
granted to  
employees  

in fiscal  
year   

Exercise  
price   

Expiration  
date   

          
Steven Katz     3,179,619     49.7%   $ 0.25     11/01/2012   
Ron Lipstein     3,179,619     49.7%   $ 0.25     11/01/2012   
 
                            

Aggregated Option Exercises In Last Fiscal Year  
and Fiscal Year-End Option Value 

      

Number of Securities  
Underlying  

Unexercised Options at  
12/31/05 (#)   

Value of In-the-Money  
Options at 12/31/05 ($) (1) 

        
                    

Name     Exercisable   Unexercisable   Exercisable   Unexercisable 
          

Steven Katz     3,899,060     —     —     —   
Ron Lipstein     3,896,445     —     —     —   
Constantin Papastephanou     41,250     28,750     —     —   
Melvin Silberklang     10,630     250     —     —   
Alan W. Schoenbart     2,500     7,500     —     —   

There were no option exercises in the last fiscal year by any of the Named Executive Officers. 

    

(1) The product of (x) the difference between $0.19 (the closing price of our common stock at December 31, 2005, as reported on the 
over the counter Bulletin Board) and the exercise price of the unexercised options, multiplied by (y) the number of exercisable and 
unexercisable options. 

The following table shows for the fiscal year ended December 31, 2005, certain information regarding participation in Long-term 
incentive plans by the Named Executive Officers: 

                                  

Long-Term Incentive Plans-Awards in the Last Fiscal Year   
  

                  
Estimated Future Payouts under Non-  

Stock Price-Based Plans   
                    

Name     
Number of  

shares     

Performance or  
other period until  

maturation or  
payout     

Threshold  
($ or #)     

Target  
($ or #)     

Maximum  
($ or #)   

                      
Melvin Silberklang     120,000     01/01/05-12/31/07     60,000     60,000     120,000   

The issuance of such 120,000 shares is conditioned as follows: 60,000 will be issued upon doubling the output of the current 
manufacturing process, and the remaining 60,000 shares will be issued upon developing a semi-automated cell culture process. 
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Compensation of Directors 

Drs. Mark Eisenberg, Steven Lilien, Allen I. Schiff and Gregory B. Brown were all non-employee Directors in 2005. For Dr. Steven 
Lilien’s services in 2005 as a Director and as Chairman of our audit committee, we paid Dr. Lilien $20,000 and for his services in 2005 as 
a Director and as a member of our audit committee, we paid Dr. Schiff $20,000. In addition to cash compensation we granted Drs. Lilien 
and Schiff each a five-year option to purchase 15,000 shares of our common stock at an exercise price of $0.26. We paid no compensation 
to Dr. Eisenberg or Dr. Brown for their services as Directors. 

Employment Contracts, Termination of Employment and Change in Control Agreements 

We have entered into agreements with Messrs. Katz and Lipstein that provide for payments to them in the event that we terminate their 
employment; including “constructive termination” as defined in those agreements. We will pay to such terminated individuals an amount 
equal to 2.99 times the average annual compensation paid by us to such person in the five tax years prior to termination of his 
employment. These agreements also provide that in the event of such termination of employment, the expiration dates of all options and 
warrants which have been granted to such persons and which expire less than three years after such termination of employment, will be 
extended so that such options and warrants expire three years after such termination of employment. These agreements further provide 
that in the event of the death or disability or the voluntary termination of employment of Messrs. Katz and Lipstein we will pay to such 
executive an amount equal to the compensation received by such executive from us in the previous twelve months. 

The Internal Revenue Code provides that in the event that payments to an executive officer resulting from a change of control of a 
company exceeds three times the average annual compensation paid by us to such executive officer in the five year period prior to such 
change of control (a) such excess will not be able to be deducted by us in calculating our income for income tax purposes and (b) a special 
excise tax equal to 20% of such excess will have to be paid by the executive officer receiving such excess payments. Such agreements are 
commonly referred to as “golden parachutes.” The agreements with Messrs. Katz and Lipstein provide that we will pay such excise tax 
payable by such executive officer, as well as income taxes payable by such executive officer as a result of our payment of such excise tax. 
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Item 11. SECURITY OWNERSHIP OF CERTAIN BENEFICIAL OWNERS AND MANAGEMENT 

The following table sets forth certain information regarding the ownership of our common stock as of April 14, 2006 by: (i) each director 
and nominee for director; (ii) each of the Named Executive Officers; (iii) all our executive officers and directors as a group; and (iv) all 
those known by us to be beneficial owners of more than five percent of our common stock. All shares of our common stock subject to 
options currently exercisable or exercisable within 60 days of April 14, 2006, are deemed to be outstanding for the purpose of computing 
the percentage of ownership of the person holding such options, but are not deemed to be outstanding for computing the percentage of 
ownership of any other person. This table is based upon information supplied by officers, directors and principal stockholders and 
Schedules 13D and 13G filed with the SEC. Unless otherwise indicated in the footnotes to this table and subject to community property 
laws where applicable, we believe that each of the stockholders named in this table has sole voting and investment power with respect to 
the shares indicated as beneficially owned. Applicable percentages are based on 83,554,291 shares outstanding on April 14, 2006, 
adjusted as required by rules promulgated by the SEC. Unless otherwise indicated in the table, the address of each party listed in the table 
is 3960 Broadway, New York, New York 10032. 

                    

    Beneficial Ownership 
    

Beneficial Owner   

Number  
of  

Shares         
Percentage  
Ownership 

          
Steven Katz     4,251,717   (1)     4.9 % 
                    
Ron Lipstein     4,914,313   (2)     5.6 % 
                    
Costa Papastephanou     300,800   (3)     *   
                    
Melvin Silberklang     10,630   (4)     *   
                    
Alan W. Schoenbart     52,500   (5)     *   
                    
Mark Eisenberg     170,600   (6)     *   
                    
Steven Lilien     32,140   (7)     *   
                    
Allen I. Schiff     28,500   (8)     *   
                    
Gregory Brown     —   (9)     *   
                    
Crestview Capital Master LLC.  
95 Revere Drive, Suite  
Northbrook, Il 60062     5,061,402   (10)     6.0 % 
                    
North Sound Capital LLC  
53 Forest Avenue  
Old Greenwich, CT 06870     8,691,134   (11)     9.9 % 
                    
SDS Capital Group SPC, Ltd.  
53 Forest Avenue, 2 nd Floor  
Old Greenwich, CT 06870     8,342,183   (12)     9.5 % 
                    
All executive officers and directors as a group (8 persons)     9,750,570   (13)     10.6 % 

* Less than one percent. 
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(1) Includes 3,899,060 shares of common stock underlying stock options, which are exercisable within 60 days of April 14, 2006. Does 
not include shares owned by Dr. Katz’s children, their spouses and his grandchildren. Dr. Katz disclaims any beneficial interest in such 
shares. In addition, does not include shares issuable upon the exercise of options that Dr. Katz is entitled to but that to date he has elected 
not to receive. Pursuant to Dr. Katz’s agreement with us, the number of shares that may be issued upon the exercise of such options 
represents up to 10% of the number of shares issued in financing transactions entered into by us. 

(2) Includes 3,896,445 shares of common stock underlying stock options, which are exercisable within 60 days of April 14, 2006. Does 
not includes 3,360 shares owned by Mr. Lipstein’s minor children. Mr. Lipstein disclaims any beneficial interest in these shares. In 
addition, does not include shares issuable upon the exercise of options that Mr. Lipstein is entitled to but that to date he has elected not to 
receive. Pursuant to Mr. Lipstein’s agreement with us, the number of shares that may be issued upon the exercise of such options 
represents up to 10% of the number of shares issued in financing transactions entered into by us. 

(3) Includes 55,625 shares of common stock underlying stock options, which are exercisable within 60 days of April 14, 2006. 

(4) Consists of 10,630 shares of common stock underlying stock options, which are exercisable within 60 days of April 14, 2006. 

(5) Includes 2,500 shares of common stock underlying stock options, which are exercisable within 60 days of April 14, 2006. 

(6) Includes 111,000 shares of common stock underlying stock options, which are exercisable within 60 days of April 14, 2006. 

(7) Includes 32,100 shares of common stock underlying stock options, which are exercisable within 60 days of April 14, 2006. 

(8) Consists of 28,500 shares of common stock underlying stock options, which are exercisable within 60 days of April 14, 2006. 

(9) Does not include 321,502 shares of common stock, all owned by Paul Royalty Fund L.P., an affiliate of Paul Capital Partners, of 
which Mr. Brown is a partner. Dr. Brown was selected by Paul Royalty Fund to serve as a director of Ortec pursuant to our agreement 
giving Paul Royalty Fund the right to name one director. 

(10) Includes 950,662 shares of common stock underlying warrants, which are exercisable within 60 days of April 14, 2006. 

(11) Includes 3,850,000 shares of common stock underlying warrants, which are exercisable within 60 days of April 14, 2006. According 
to a Schedule 13G filed by North Sound Capital LLC on February 13, 2005, the managing member of that entity is Thomas McAuley. 
North Sound Capital LLC may be deemed the beneficial owner of the shares in its capacity as the managing member of North Sound 
Legacy Fund LLC, North Sound Legacy Institutional Fund LLC and North Sound Legacy International Ltd., which funds are the record 
owners of such shares. As the managing member of these funds, North Sound Capital LLC has voting and investment control with respect 
to the shares of common stock held by these funds. 

(12) Includes 4,718,100 shares of common stock underlying warrants, which are exercisable within 60 days of April 14, 2006. According 
to a Schedule 13G filed jointly on February 6, 2005, by SDS Capital Group SPC, Ltd., SDS Management LLC, its investment advisor, and 
Steve Derby, the sole manager of the investment advisor, all three persons share voting and dispositive power over these shares. 

(13) Includes 8,025,230 shares of common stock underlying stock options, which are exercisable within 60 days of April 14, 2006. 
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Securities authorized for issuance under equity compensation plans 

                        

Equity Compensation Plan Information 
  

Plan Category   

Number of securities  
to be issued upon  

exercise of  
outstanding options,  
warrants and rights   

Weighted average  
exercise price of  

outstanding  
options, warrants  

and rights   

Number of securities  
remaining available for  
future issuance under  
equity compensation  

plans (excluding  
securities reflected in  

column (a)) 
      

    (a)   (b)   (c) 
Equity compensation plans approved by security holders     434,542     $ 14.16     1,015,458   
Equity compensation plans not approved by security holders     13,952,552     $ 0.58     —   
                    
Total     14,387,094             1,015,458   
                    

 
    

Item 12. CERTAIN RELATIONSHIPS AND RELATED TRANSACTIONS 

Dr. Gregory Brown, one of our directors, was selected by Paul Royalty Fund, L.P. as its board designee, as provided by the agreement 
between us and Paul Royalty Fund. 

In November 2004, we granted to Dr. Eisenberg options to purchase 100,000 shares of our common stock at an exercise price of $2.00 per 
share as payment in full of the $398,574 we previously owed to him. Of such amount, $304,478 was for consulting services Dr. Eisenberg 
had provided to us under an agreement we had with him, $65,215 was for payments Dr. Eisenberg made in our behalf for the laboratory 
we maintained in Australia (including salaries and obligations to suppliers) and $28,881 for rent we owe him for the space occupied by 
our laboratory. We no longer operate a laboratory in Australia. 
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Item 13. EXHIBITS 
 

      

No.   Description 
  

3.1   Restated Certificate of Incorporation (Incorporated by reference to Exhibit 3.2 of our quarterly report on Form 10-Q for the 
period ended September 30, 2001, filed with the Commission on November 14, 2001, Commission File No. 0-27368) 

3.2   Amendment to Restated Certification of Incorporation (Incorporated by reference to Exhibit 3.2 of our annual report on 
Form 10-K for the period ended December 31, 2002, filed with the Commission on April 15, 2003, Commission File No. 0-
27368) 

3.3   Amendment to Certificate of Incorporation filed on August 19, 2003 being the Certificate of Designation of the Relative 
Rights and Preferences of the Series D convertible preferred stock (Incorporated by reference to Exhibit 3.6 of our 
quarterly report on Form 10-Q for the period ended September 30, 2003, filed with the Commission on November 14, 
2003, Commission File No. 0-27368) 

3.4   By-Laws (Incorporated by reference to the Exhibit of our Registration Statement on Form SB-2, or Amendment 1 thereto, 
filed with the Commission, Commission File No. 33-96090) 

10.1   Agreement with Cambrex Bio Science Walkersville, Inc.; redacted - certain portions marked by asterisks were omitted 
pursuant to a confidential treatment request and filed separately with the Securities and Exchange Commission 
(Incorporated by reference to Exhibit 10.1 of our annual report on Form 10-K for the period ended December 31, 2003, 
filed with the Commission on March 30, 2004, Commission File No. 0-27368) 

10.2   Agreement with Paul Capital Royalty Acquisition Fund L.P. (name subsequently changed to Paul Royalty Fund, L.P.); 
redacted - certain portions marked by asterisks were omitted pursuant to a confidential treatment request and filed 
separately with the Securities and Exchange Commission (Incorporated by reference to Exhibit 10.1 of our annual report 
on Form 10-K/A for the period ended December 31, 2002, filed with the Commission on February 12, 2004, Commission 
File No. 0-27368) 

10.3   Termination of Employment Agreements between the Registrant and Steven Katz, Ron Lipstein and Alain Klapholz 
(Incorporated by reference to Exhibit 99.1 of Form 8-K dated December 11, 2002, filed with the Commission on 
December 13, 2002, Commission File No. 0-27368) 

10.4   Lease with Audubon Biomedical Science and Technology Park (Incorporated by reference to Exhibit 10.2 of our annual 
report on Form 10-K/A for the period ended December 31, 2002, filed with the Commission on February 12, 2004, 
Commission File No. 0-27368) 

10.5   Forbearance Agreement with Paul Royalty Fund, L.P. (Incorporated by reference to Exhibit 10.1 of Form 8-K dated 
December 13, 2004, filed with the Commission on December 14, 2004, Commission File No. 0-27368) 

10.6   Limited Liability Company Agreement dated October 11, 2004 between Ortec International, Inc. and Hapto Biotech, Inc. 
(Incorporated by reference to Exhibit 10.6 of our annual report on Form 10-KSB for the period ended December 31, 2004, 
filed with the Commission on March 31, 2005, Commission File No. 0-27368) 

10.7   Sales Agency Agreement dated October 18, 2004 between Ortec International, Inc. and Cambrex Bio Science 
Walkersville, Inc. (Incorporated by reference to Exhibit 10.7 of our annual report on Form 10-KSB for the period ended 
December 31, 2004, filed with the Commission on March 31, 2005, Commission File No. 0-27368) 

10.8   Amendment No. 1 dated October 18, 2004 to the Cell Therapy Manufacturing Agreement dated October 29, 2003 between 
Ortec International, Inc. and Cambrex Bio Science Walkersville, Inc. (Incorporated by reference to Exhibit 10.8 of our 
annual report on Form 10-KSB for the period ended December 31, 2004, filed with the Commission on March 31, 2005, 
Commission File No. 0-27368) 

10.9   License Agreement dated October 18, 2004, by and among Orcel LLC and Ortec International, Inc. and Cambrex Bio 
Science Walkersville, Inc. (Incorporated by reference to Exhibit 10.9 of our annual report on Form 10-KSB for the period 
ended December 31, 2004, filed with the Commission on March 31, 2005, Commission File No. 0-27368) 

10.10   Security Agreement dated October 18, 2004, by and among Orcel LLC and Ortec International, Inc. and Cambrex Bio 
Science Walkersville, Inc. (Incorporated by reference to Exhibit 10.10 of our annual report on Form 10-KSB for the period 
ended December 31, 2004, filed with the Commission on March 31, 2005, Commission File No. 0-27368) 

10.11   Amended and Restated Security Agreement dated October 18, 2004 by and among Orcel LLC and Ortec International, Inc. 
and Paul Royalty Fund, L.P. (Incorporated by reference to Exhibit 10.11 of our annual report on Form 10-KSB for the 
period ended December 31, 2004, filed with the Commission on March 31, 2005, Commission File No. 0-27368) 

10.12   Supply Agreement dated December 31, 2004 between Ortec and LSNE. (Incorporated by reference to Exhibit 10.12 of our 
annual report on Form 10-KSB for the period ended December 31, 2004, filed with the Commission on March 31, 2005, 
Commission File No. 0-27368) 

http://yahoo.brand.edgar-online.com/EFX_dll/EDGARp...hFilingHTML1?SessionID=BY-bv7y2l3vfa1A&ID=4348551
 (59 of 145)8/2/2006 10:48:08 AM



ORTEC INTERNATIONAL INC (Form: 10KSB, Received: 04/17/2006 17:24:49)

10.13   Registration Rights Agreement for the January 5, 2005 Private Placement (Incorporated by reference to Exhibit 4.2 of 
Form 8-K dated January 5, 2005, filed with the Commission on January 11, 2005, Commission File No. 0-27368) 

10.14   Form of Series E Warrant for the January 5, 2005 Private Placement (Incorporated by reference to Exhibit 4.3 of Form 8-K 
dated January 5, 2005, filed with the Commission on January 11, 2005, Commission File No. 0-27368) 

10.15   Form of Modification of Series E Warrants (Incorporated by reference to Exhibit 4.1 of Form 8-K dated May 
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    27, 2005, filed with the Commission on June 3, 2005, Commission File No. 0-27368) 
10.16   Form of Funding Commitment and Related Warrant Price Adjustment (Incorporated by reference to Exhibit 4.2 of Form 8-

K dated May 27, 2005, filed with the Commission on June 3, 2005, Commission File No. 0-27368) 
10.17   Form of Restricted Stock Award (Incorporated by reference to Exhibit 4.1 of Form 8-K dated June 27, 2005, filed with the 

Commission on July 1, 2005, Commission File No. 0-27368) 
10.18   Form of Warrant issued to Cambrex (Incorporated by reference to Exhibit 4.1 of Form 8-K dated July 12, 2005, filed with 

the Commission on July 14, 2005, Commission File No. 0-27368) 
10.19   Agreement dated July 12, 2005 between Ortec and CBSW (Incorporated by reference to Exhibit 10.1 of Form 8-K dated 

July 12, 2005, filed with the Commission on July 14, 2005, Commission File No. 0-27368) 
10.20   Form of Series F Warrant (Incorporated by reference to Exhibit 4.2 of Form 8-K dated October 12, 2005, filed with the 

Commission on October 14, 2005, Commission File No. 0-27368) 
10.21   Letter Agreement defining the conditions to reduce the exercise price of the Series E Warrants (Incorporated by reference 

to Exhibit 4.3 of Form 8-K dated October 12, 2005, filed with the Commission on October 14, 2005, Commission File No. 
0-27368) 

10.22   Form of Registration Rights Agreement for October 2005 Private Placement (Incorporated by reference to Exhibit 10.2 of 
Form 8-K dated October 12, 2005, filed with the Commission on October 14, 2005, Commission File No. 0-27368) 

14   Code of Ethics (Incorporated by reference to Exhibit 14 of our annual report on Form 10-K for the period ended December 
31, 2003, filed with the Commission on March 30, 2004, Commission File No. 0-27368) 

23    *   Consent of BDO Seidman, LLP 
23.1 *   Consent of Grant Thornton LLP 
31.1 *   Rule 13a-14(a) / 15d- 14 (a) Certification of Principal Executive Officer 
31.2 *   Rule 13a-14(a) / 15d –14 (a) Certification of Principal Financial Officer 
32.1 *   Section 1350 Certification of Principal Executive Officer 
32.2 *   Section 1350 Certification of Principal Financial Officer 

* filed herewith. 
 
    

Item 14. PRINCIPAL ACCOUNTANT FEES AND SERVICES 

The following are the fees billed by BDO Seidman, LLP our principal accountant, for services rendered by such firm during the fiscal 
year ended December 31, 2005. BDO Seidman, LLP was retained by us in January 2005. 

Audit Fees 

BDO Seidman, LLP billed $110,000 and $120,395 in the aggregate for professional services rendered for the audit of our annual financial 
statements and review of our quarterly financial statements for the fiscal year ended December 31, 2004 and 2005, respectively 

BDO Seidman, LLP did not perform any other services for us for fiscal 2004 and 2005. 

The functions of the Audit Committee include recommendations to the Board of Directors with respect to the engagement of our 
independent registered public accounting firm and the review of the scope, cost and effect of the audit engagement. 

Under the Sarbanes-Oxley Act of 2002, all audit and non-audit services performed by BDO Seidman, LLP must be approved in advance 
by our Audit Committee to assure that such services do not impair the auditors’ independence from the Company. Our Audit Committee 
specifically approved all audit services prior to them being performed by BDO Seidman, LLP. 
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SIGNATURES 

In accordance with Section 13 or 15(d) of the Exchange Act, the registrant has duly caused this report to be signed on its behalf by the 
undersigned, thereunto duly authorized. 

      

Dated: April 17, 2006 Ortec International, Inc. 
      
  By: /s/ Ron Lipstein 
  
    Ron Lipstein 
    Chief Executive Officer 

In accordance with the Exchange Act, this report has been signed below by the following persons on behalf of the registrant on April 17, 
2006 in the capacities indicated below. 

      

Signature   Title 
  

  
/s/ Ron Lipstein   Vice Chairman, Chief Executive Officer, Secretary, Treasurer, and Director 

  (Principal Executive Officer) 
Ron Lipstein     

      
/s/ Alan W. Schoenbart   Chief Financial Officer (Principal Financial and Accounting Officer) 

    

Alan W. Schoenbart     

      
/s/ Steven Katz   Chairman and Director 

    

Steven Katz     

      
/s/ Dr. Mark Eisenberg   Director 

    

Dr. Mark Eisenberg     

      
/s/ Steven Lilien   Director 

    

Steven Lilien     

      
/s/ Allen I. Schiff   Director 

    

Allen I. Schiff     

      
/s/ Gregory B. Brown   Director 

    

Gregory B. Brown     
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ORTEC INTERNATIONAL, INC.  
(A DEVELOPMENT STAGE ENTERPRISE)  
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REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM 

Board of Directors and Stockholders  
Ortec International, Inc.  
New York, New York 

We have audited the accompanying consolidated balance sheet of Ortec International, Inc. (a development stage enterprise) as of 
December 31, 2005 and the related consolidated statements of operations, shareholders’ deficit, and cash flows for the years ended 
December 31, 2005 and 2004 and for the period from March 12, 1991 (inception) to December 31, 2005. These consolidated financial 
statements are the responsibility of the Company’s management. Our responsibility is to express an opinion on these consolidated 
financial statements based on our audit. We did not audit the consolidated statements of operations, shareholders’ deficit and cash flows 
for the period from March 12, 1991 (inception) to December 31, 2003, which reflect product revenue of approximately $.3 million, 
expenses of approximately $96.9 million, preferred stock dividends and discounts of approximately $6.7 million, cash used in operating 
activities of $69.9 million, cash used in investing activities of approximately $6.2 million and cash provided by financing activities of 
$77.4 million. Those financial statements were audited by another auditor whose report has been furnished to us, and our opinion, insofar 
as it relates to the amounts included for such period, is based solely on the report of the other auditor. 

We conducted our audit in accordance with the standards of the Public Company Accounting Oversight Board (United States). Those 
standards require that we plan and perform the audit to obtain reasonable assurance about whether the financial statements are free of 
material misstatement. The Company is not required to have, nor were we engaged to perform, an audit of its internal control over 
financial reporting. Our audit included consideration of internal control over financial reporting as a basis for designing audit procedures 
that are appropriate in the circumstances, but not for the purpose of expressing an opinion on the effectiveness of the Company’s internal 
control over financial reporting. Accordingly, we express no such opinion. An audit also includes examining, on a test basis, evidence 
supporting the amounts and disclosures in the financial statements, assessing the accounting principles used and significant estimates 
made by management, as well as evaluating the overall financial statement presentation. We believe that our audit and the report of the 
other auditor provide a reasonable basis for our opinion. 

In our opinion, based on our audit and the report of the other auditor, the consolidated financial statements referred to above present fairly, 
in all material respects, the financial position of Ortec International, Inc. at December 31, 2005, and the results of the Company’s 
operations and cash flows for the years ended December 31, 2005 and 2004 and for the period from March 12, 1991 (inception) to 
December 31, 2005, in conformity with accounting principles generally accepted in the United States. 

The accompanying consolidated financial statements have been prepared assuming that the Company will continue as a going concern. As 
discussed in Note 1, the Company incurred a net loss applicable to common shareholders of $36 million during the year ended December 
31, 2005, and, as of that date, the Company’s current liabilities exceeded its current assets by $32.2 million, its total liabilities exceeded its 
total assets by $31.3 million and the Company has a deficit accumulated in the development stage of $156.4 million. These factors, among 
others, as discussed in Note 1 to the consolidated financial statements, raise substantial doubt about the Company’s ability to continue as a 
going concern. Management’s plans in regard to these matters are also described in Note 1. The consolidated financial statements do not 
include any adjustments that might result from the outcome of this uncertainty. 

  

/s/ BDO Seidman, LLP 
  
New York, New York 
March 30, 2006, except for Notes 14 and 18 to the consolidated financial statements,  
as to which the dates are April 14 and 17, 2006 

F2 

http://yahoo.brand.edgar-online.com/EFX_dll/EDGARp...hFilingHTML1?SessionID=BY-bv7y2l3vfa1A&ID=4348551
 (64 of 145)8/2/2006 10:48:08 AM



ORTEC INTERNATIONAL INC (Form: 10KSB, Received: 04/17/2006 17:24:49)

REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM 

Directors and Shareholders  
    Ortec International, Inc. 

We have audited the accompanying consolidated statements of operations, shareholders’ equity (deficit) and cash flows for the period 
from March 12, 1991 (inception) through December 31, 2003 of Ortec International, Inc. and Subsidiary (a development stage enterprise) 
(the “Company”). These consolidated financial statements are the responsibility of the Company’s management. Our responsibility is to 
express an opinion on these consolidated financial statements based on our audits. 

We conducted our audits in accordance with the standards of the Public Company Accounting Oversight Board (United States). Those 
standards require that we plan and perform the audit to obtain reasonable assurance about whether the financial statements are free of 
material misstatement. The Company is not required to have, nor were we engaged to perform, an audit of its internal control over 
financial reporting. Our audits included consideration of internal control over financial reporting as a basis for designing audit procedures 
that are appropriate in the circumstances, but not for the purpose of expressing an opinion on the effectiveness of the Company’s internal 
control over financial reporting. Accordingly, we express no such opinion. An audit also includes examining, on a test basis, evidence 
supporting the amounts and disclosures in the financial statements, assessing the accounting principles used and significant estimates 
made by management, as well as evaluating the overall financial statement presentation. We believe that our audits provide a reasonable 
basis for our opinion. 

In our opinion, the consolidated financial statements referred to above present fairly, in all material respects, the results of Ortec 
International, Inc. and Subsidiary’s operations, changes in shareholders’ equity (deficit) and cash flows for the period from March 12, 
1991 (inception) through December 31, 2003, in conformity with accounting principles generally accepted in the United States of 
America. 

The accompanying consolidated financial statements have been prepared assuming that the Company will continue as a going concern. As 
discussed in Note 1 to the 2003 financial statements, the Company incurred a net loss applicable to common shareholders of $21,449,131 
during the year ended December 31, 2003, and, as of that date, the Company’s current liabilities exceeded its current assets by 
$25,360,740, its total liabilities exceeded its total assets by $24,476,407, and the Company has a deficit accumulated in its development 
stage of $103,307,740. These factors, among others, as discussed in Note 1 to the 2003 financial statements, raise substantial doubt about 
the Company’s ability to continue as a going concern. Management’s plans in regard to these matters are also described in Note 1 to the 
2003 financial statements. The financial statements do not include any adjustments that might result from the outcome of this uncertainty. 

  

/s/ GRANT THORNTON LLP 
  

New York, New York 
March 12, 2004, except for Note 14 to the 2003 financial statements,  
as to which the date is March 23, 2004 
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ORTEC INTERNATIONAL, INC.  
(A DEVELOPMENT STAGE ENTERPRISE) 

CONSOLIDATED BALANCE SHEET 

          

    
December 31,  

2005   
      

ASSETS         
          

Current assets:         
Cash and cash equivalents   $ 675,389   
Prepaid and other current assets     151,973   
      

Total current assets     827,362   
Property and equipment, net     198,331   
Patent application costs, net     547,335   
Deposits and other assets     156,876   
      
Total assets   $ 1,729,904   
      
          

LIABILITIES AND SHAREHOLDERS’ DEFICIT         
          
Current liabilities:         

Accounts payable and accrued expenses   $ 3,359,323   
Capital lease obligation - current     13,405   
Current maturities of promissory notes     41,635   
Obligation under revenue interest assignment     29,569,000   
      

Total current liabilities     32,983,363   
Promissory notes, less current portion     50,082   
Capital lease obligation, less current portion     9,949   
      

Total liabilities     33,043,394   
          
COMMITMENTS AND CONTINGENCIES         
          
Shareholders’ deficit:         
Preferred stock, $.001 par value; authorized, 1,000,000 shares:         

Convertible         
Series D, stated value $10,000 per share; authorized 10,000 shares; 6,272 shares issued and outstanding; 
liquidation preference of $25,088,062     15,911,331   

Common stock, $.001 par value; authorized, 200,000,000 shares; 51,104,951 shares issued and 51,102,951 
outstanding     51,106   
Additional paid-in capital     109,775,884   
Deficit accumulated during the development stage     (156,411,721 ) 
Treasury stock, 2,000 shares at cost     (177,645 ) 
Deferred compensation     (462,445 ) 
      
Total shareholders’ deficit     (31,313,490 ) 
      
Total liabilities and shareholders’ deficit   $ 1,729,904   
      

          The accompanying notes are an integral part of these statements. 
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ORTEC INTERNATIONAL, INC.  
(A DEVELOPMENT STAGE ENTERPRISE) 

CONSOLIDATED STATEMENTS OF OPERATIONS 

                      

                Cumulative  
From  

March 12, 1991  
(inception) to  
December 31,  

2005 

  
                  
                  

    Year ended December 31,     
        
    2005   2004     
          

Product Revenue   $ —   $ —   $ 265,665   
          
                      
Expenses                     

Product and laboratory costs     3,620,562     3,014,461     30,787,148   
Personnel     3,896,068     3,857,052     41,081,555   
General and administrative     1,869,106     1,664,294     20,904,457   
Rent     474,013     481,782     4,446,307   
Consulting     —     13,045     5,702,651   
Interest expense     7,316,780     6,745,928     27,098,609   
Other (income) expense     116,429     (398,662 )   (2,554,218 ) 
Loss on settlement of promissory notes     13,081,453     —     13,081,453   
Lease termination costs     —     —     1,119,166   
Loss on extinguishments of debt and series A preferred shares     —     —     1,004,027   
          

      30,374,411     15,377,900     142,671,155   
          
                      
Net loss     (30,374,411 )   (15,377,900 )   (142,405,490 ) 
                      
Preferred stock dividends     (17,891 )   643,904     3,011,574   
Preferred stock and warrants deemed dividends and discounts     5,602,657     1,123,000     10,994,657   
          
                      
Net loss applicable to common shareholders   $ (35,959,177 ) $ (17,144,804 ) $ (156,411,721 ) 
          
                      
Net loss per share                     
                      

Basic and diluted   $ (0.93 ) $ (3.03 )       

              
                      
Weighted average shares outstanding                     
                      

Basic and diluted     38,534,706     5,655,406         

              

          The accompanying notes are an integral part of these statements. 
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