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- PLEASE DELIVER AS SOON AS POSSIBLE ToO:
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Zafar Hasan .~ SEC | (202) 772-9217

From:  Justin P. Klein Date: July 10, 2006

Phone: (215)864-8606  Matter: 075593

Fax: - (215)864-9166
E-rnail: klm_,@bauardspahr com

Total number of pages including this page: 26
If you do'not receive :ai_l;,ﬂm pages, please call 215-864-8388.

MESSAGE:

“Per our conversation today, attached ‘please find (1) a draft of our response to the SEC comment
lstter dated June 28, 2006, and (2) changed pages of the Registration Statement as fi led on June 20,
2006. Please contact e with any questlons or comiments.”

Please Note The m.furmanon conram‘ed in tlns facsumle message is pnvﬂegcd and confidential and is -
intended only for the use of the individual or entity named above and others who have been specifi cally
guthorized to receive it. If you-are not the intended recipient, you are hereby notified that: any
disscmination, distribution or copying of this comrmmication is strictly prohibited. -If you have received
the communicationi in error, or if any problems occur with traismission, please notliy us Hnmedlately by
telephone Thank you :
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VIA EDGAR ANDHAND .ISELJVERY

‘United States Secuntles and Exchange Comlmssmn
Division of Corporahon Finance

* 100 F Street, N.E.
Washington, D.-C. 20549

ATTN:  Jeffrey Rie_:dier _
Assistant Director
Mail Stop 6010

Re: ‘Osiris Therapentics, Inec,
Registration Statement on Form S-1
Amendment No. 1 filed on June 20, 2006
"File No 333-134037

Dear Mr. Riedler:

On behalf of Osiris Tharapeuncs Inc. (the “Compzmy’ ), this letter responds to the
N Staﬁ’ s comment letter dated June 28, 2006 regarding Amendrnent No. 1 to'the Company’s Form
S-1 Registration Staternent filed with the Securities and Exchange Commission on Jurne 20,
2006. A marked copy of Ameéndment No. 2 shomng the changes from Amendment No. 1 is
attached for your reference. For your convenience and as réquested by comment number two in
the Staff’s comment letter dated June 8, 2006, each of the Staff’s comments has been reproduced
below, followed by the Compa.ny s rcsponse o such comment

" DMEAST #9556640 v1
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_ Ameﬁd_ment--i.to.Form S-1

Mana ement’s D

iscussion and Analysis of Financia] Condition and Results of Operations, page 37

_R_e‘sea"rch- and Development Costs, -pages 38 -39 |

ek Compensation, page 43 -

Refer to your response 1o camment ¥ 7 We aclmawlea’ge your dzsclosure thar the
company cannot quantify precisely the internal research and development costs incurred
on a project-by-praject basis. Please provide ds much quantitative and qualitative
information as possible on another basis instead: Alternative presentations.could show-a
breakdown of internal vs. external costs incurred and could detail these costs further by
some other category. For example, mclud'mg the costs incurred for preclinical, clinical

_and non-clinical rrials would be informative. Please note that the comment only presents

a suggested format that is intended 1o allow investors to berter understand the
campaszlzon of these expenses. Ifyou do not feel this proposed format is applicable to
your business, then please provide us similar disclosure in anorher format that will allow

an Inyestor the desired ins zghts into yaur research and develapment CcoSts.

RESPONSE- The Company respectfully acknowledges the Staff's comment and has

‘revised the disclosure on [pages 39, 44 and 45).to provide additional information helpful

to investors in understanding the Company's research and development expenses during
fiscal years 2005 and 2004, and during the first quarter of fiscal 2006. This includes a
staternent as to aggregate research and development expenses fror: inception, and a
‘breakdown into specific categories of research and development expenses for the most
recent two complete fiscal years and the first quarter of fiscal year 2006

We acknowledge your response to comment 31. When you have determined the IPO

/price, please disclose the intrinsic value of outstanding vested and unvested options

based on the estimated IPO price and the opttons oulstanding as of the most recent
‘balance sheet date presented

'RESPONSE: . The Corupany respectﬁ.dly acknowledges the Staff's- comment

CIar;fy the date you hired the valuation .speczalmt If the date was Subsequent 1o
December 31, 2005, a retrospective valuatior may have been performed, which should be
clarified in the filing. In addition, valuations dovie by the board of directors dre not
considered performed by a third party. Also, it is not clear why you believe those
valuations were done- contemporaneously given thai the board of directors only meets
periodically. Please revise accordzngly

RESPONSE: In response to the StafP's comment, the Company has revised the
disclosure on [pages 40 and 41] of the Registration Statément to clarify that the third
party valuation was retrospective because the valuation specialist was hired on February

9, 2006, and that the periodic valuations prepared by the Board of Directors during 2005

were In Thany cases not contemporaneous with grants of stock-based compensation.

. DMEAST #9556640 v1 2
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/\ ) With respect o yaur slock valuatzan.s, please provide the fallowzng

. Disclose the szgntﬁcant assumpz‘zons and methodologzes used in determmzng yaur
: valuatzan at each issuarice date of an equzty msrrument

e Discuss each Slgmﬁcant factor cantnbutmg to the d ﬁérence between the Sfair
 value as of the date of each grant and the estimated IPO price or ifa
contemporaneous valuation by an unrelated valuation specialist was obtained
. subsequent to’ Ihe granl.\ but przar to the IPO the fair value as determined by thar
valuation. :

. . The valuatmn alternatzve selected and the reason management chose not to
obtain a cantemparaneous valuation by an unrelated valuation specialist.

- Tell us why your valuatzans do nol cons zder the facr that sales began in July 2005.
Although the amounts were small, it would appear that the introduction of sales
would be a srgngﬁcant event that should be considered in dez‘ermmmg the
valuation of your stock. : :

o Tell us howthe Series E convertible preferred stock issued far $2 50 per share,
-~ the convertible promissory noles issued. and the conversion of the.convertible
promissory nofes to-Series D convertible preferred stock at $2.00 per share
compare 1o the valualzan af yaur common stock and why the valuanans differ.

. Clarzjj/ zf the Serzes E convertzble preﬁarred stock and the convertible promzs.sar:y
notes were issued to third ) parties and how that factor was considered in
derermmmg your valuation -for your common stoc/c

. - Please evaluate all szgn;ﬁcant events during the year and pravzde us an analysis
- with a timeline justi ﬁ/zng your valuations for each period cons zderzng each event,

RESPONSE: In response to the Staff's comment, and particularly in response to the first
four and the final bullet points included therein, the Company has revised its disclosure
on [pagcs 40 and 41] of the Registrauon Statement to more fully explain the basis for its

‘stock’ valuatlons

Rcspondmg ta the Sth bullet point mc]uded in the Staff‘s comment the Company
respectfully submits that there is no direct and clearly quantifiable correlation between
the per share price for the Series E preferred stock, the convertible promissory notes
issued; and the conversion of the ¢onvertible promissory notes to.Series D preferred stock

and the valuation of the Company comirnon stock, except to say.that the preferences and

special rights associated with the. preferred stock and convertible proimissory notes
generally justify conversion at a higher per common share value, as compared to the
underlying common stock at the time of issue. For example, the Seties E preferred stock
has special preferences and is senior in hqmdanon preference to the common stock. The

“Company submits that the conversion price applicable to the Senes E preferred stock, as

compared to the Board determined value of its common stock, is reflective of those

DMEAST #955684D v1 , 3
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preferences, The Company furthet subrmits that the timing of the issuance of the Series E
 preferred stock at $2.50 per share — more than 75% of which was issued after October 15,
2005 — may have been reflective of the investors’ appreciation for the successful
fundraising efforts of the Company through October 2005, and increased prospects for
. success in the fourth quarter, as further described in the disclosnre on [pages 40 and 41]
of the Registration Statement. Moreover, the Company submits that the conversion rate
for the preferred stock arid convertible promissory riotes may not be an appropriate proxy
for the value of the cormon stock because conversion is typically optional'and becomes
mandatory only upon the occurrence of a significant event, such as an IPO or change in
control. ‘ ' :

- The conversion of the promissory notes for Series D convertible preferred stock was ar

-par, that is; these promissory notes were demand notes delivered as payrnent for Serdes D

- preferred stock at the same $2.00 per share price as was paid by other purchasers.
Accordingly, the Company submits that there was no direct and clearly quantifiable
correlation between the terms of those notes and the per share value of the common stock
on the date of issue of the notes.. Similar to the Series E prefemed stock, the Series D
preferred stock has special preferences-and is senior in liquidation preference to the
-common stock. The Company subrnits that, even though there is no direct and clearly
quantifiablé correlation, the convetsion prices applicable to the Series D preferred stock,
as.compared to the Board determined value of its. comnmon stock, is reflective of those
preferences, and the higher conversion price of tl1e._'Sfe‘x'ie$ D preferred stock, as compared
to the then board established fair market value for the common stock, is consistent.

The outstanding convertible promissory notes, although convertible info common stock,
are primarily debt instruments. In the event that an IPO does not occur prior to the dates
- stated in the respective convertible promissory notes, the notes provide that holders are

entitled to the repayment of the face amount of the Notes, ‘together with accrued interest
and a premium. The Company advises that the effective interest rate on the outstanding

‘notes is approximately 15% and that the redemption provisions could increase the furure
effective interest rate significantly. The Company submits, therefore, that even though

there is no direct and clearly quantifiable correlation, the comumon stock conversion
prices applicable to these notes, which were appreciably greater than the then board
established fair market value for the corimon stock; are consistent.

Responding to thie 6th bullet point of the Staff's comment, the Company notes that almost
“half of the number of shares of Series E preferred stock issued, and all of the convertible
promissory notes issued in calendar year 2005, were issued to unré]ated third parties.

The Company advises that the status of these investors as unrelated third parties,
however, was not considered in determining the valuation of the common stock.

DMEAST #3556640 V1. : ’ 4
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- Réfer 1o your response 1o comment 24. Please include the registration rights agreement
Jor the 320.6 million convertible note as an exhibil. Your response to comment 24 did nor
address the other registration rights agreements that you discuss on pages 92-and 93.
Please reevaluate your accounting for the other agreements and provide us your analysis
as previously requested. . Tell us and disclose in the filing your obligations under all the
registration rights agreements. Discuss any liguidating penaliies or other significant
fitmas | SrEent e e 8 v
- RESPONSE: In response to the Staff’s comment, the Company has filed the registration
rights agreement for the $20.6 million convertible note, and forms of the other '
convertible notes containing registration rights, as Exhibits 10.32 through 10.35 1o the
‘Registration Statement. The Company respectfully notes that its disclosure on page [93]
of the Registration Statement inclides all significanit terms of the registration rights
- agreement for the $20.6 million convertible note.- Additional discussion has been
. provided on page [93] to disclose that (1) rione of the registration rights agreements to
which the Company is subject provide for any liquidating damages as contemplared in
‘EITF 05-4 “The Effect of a Liquidating Damages Clausé on a Freestanding Financial
Instrument Subject to Issue No. 00-19,” and (2) although the Company is subject to
certain obligations under the registration rights agrcements, there is no cash or other form
of liquidating damages associated with the Company’s failure to successfully register the-

Py shares.
' 6} Priorto going effective; please revise the filing to account for the reverse stock split that
will occur prior to the consummation of the offering. In addition, please clarify how a
reverse stock split will result in additional authorized and issued shares to satisfy the
company s obligations under the registration rights agreements and other commitmenis.
Please revise or advise. o '

e

a\h“?/

"RESPONSE: The Cotnpany respectfully acknowledges the Staff>s comment and will
zevise the filing to account for the reverse stock split prior to going effective.. The
‘Company has not yet finally determined the ratio of the planned reverse stock split, but
currently anticipates a one-for-four reverse split. Stich a reverse split will result in '
approximately 24,895,698 shares of common stock issued and outstanding, taking into

“account additional shares to be issued upon mandatory conversion resulring from an
jnitial public offering and potential shares to be issued upon elective conversion, but
excluding an as yet undetermined number of shares to be issued in the offering. The
Company’s Certificate of Incorporation currently authorizes, and following completion of
the offering will continue to authorize, 90,000,000 shares, resulting in approximately

. 65,104,302 authorized and unissugd shares available for issuance in the offering. The
Company does not anticipate issuing more than approximately 4,000,000 shares in the
- offering. Based upon this analysis, the Company anticipates that there will be a sufficient
~‘number of shares authorized and unissued following the offering to satisfy all registration
rights and other commitments for the issuance of common stock.

. DMEAST#9556640 v1 5
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Financial Statements

q Vcnue'.Reéognitibn' page F -‘-10‘

Refer to comment 29 and your respanse Please tell us zf the incidental assignment o f
technology rights is ﬁ'am arelated party. If so, the armount recarded for the technology
rights should be based on the GAAP basis of the related. party and should be recorded as
contributed capital in the finuncial statements. In addition, please tell us the basis for
capzralzzmg the amount and any consideration given 1o recording the amount as in-
process research and development Refer to paragraph 11¢ of SFAS 2,

RESPONSE: In résponse to the Staff’s comment; the Company has revised its
disclosure on-page [F-11] to ¢larify that the Company did not receive any revenue from
related parties. Additionally the. Company respectfully refers the Staff to the disclosure
~on page [F-11], which indicates that all research and dcvelopment costs are expensed as
incurred and therefore the: Company has fio capl’rahzed in-process research and ’
devclopment costs '

Refer to comment 30 and the additional disclosure proyided, Please address the
fallowzng comments: .

. Provi‘de a can'sent'ﬁam the valuation expert that you reference.

. Provide us w:th an analys:s of all equity issuances ﬁam the duale of the latest
balance sheer through the date of your response. For each grant dare, the
»number of options or shares granted, the exercise price, the fair value of the
common staclg and the intrinsic value, gf any, per option.

"RESPONSE The: Company acknowledges the Staff’s comment and respectfully
submits that a consent from its valuation expert is not required. The expert was retained
priorto-the initiation of this. offering and for a purpose unrelated: to the offering. In

- addition, the valuation report was not prepared for use in connection with this
Registration Statcment, and the valuanon expert did not prepare ot cerhfy any part of the
'Reglstranon Staternent. .

Tn response to thc Staff’s commcnt, the Company has provided an analysis of all equity
issuances from the beginning of the 2003 fiscal year until March 31, 2006. This analysis
is set forth on’ EXhlblt Ato this response letter.

DMEAST #9556640 v1 o , 6
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Notes Pavable and Capital Lease Obligations, pages F-16 - F-17

[ 9 [Refer o comment 33 and your response. It is unclear from your additional disclosure
K_ . _‘how'the conversion rate of the loans from related parties to Series D mandatorily
" redeemable converiible preferred stock was determined Please clarify. -

RESPONSE: In response o the Staff’s comment, the Company has revised the
- disclosure on page [F-18] of the Registration Statement to. disclose that the conversion

~ 1ate of the convertible riotes was the same as the rate paid by other purchasers of the
//““\'\ Series D mandatorily redeemable convertible preferred stock. -
" 10: | Referto comment 34. When the price range of the IPO has béen established, please
% // disclose in Management's Discussion and Analysis the expecred effect on. Your results of
" operations of recording the beneficial conversion feature for the convertible promissory
. .. notes of $19.8 million, $20.6 million and $2 million and provide us a.calculation based
on the estimated IPO price per share. o ’

| RESPONSE: The :Cdmpany respcctﬁﬂly acknowledges the Staff's c_om’n‘ze_ﬁt. i

DMEAST #9556640 v1 o 7
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Any. quesﬁons or comments should be addressed tothe undersxgncd at. (215) 864-8606 or
Douglas Fox at (410) 528—5505 :

Sincerely,
‘ JusunPKIem |

cc: C. Ra.ndal Mﬂls Ph.D,
President and Chmf Executlve Ofﬁcer
Osiris, 'Iherapeuucs Inc. .
2001 Aliceanna Street
* Baltimore, MD 21231

~ Donald I. Muxray, Esq.
Dewey Bal_lantme LLP
1301 Avenue of the Americas
New York, New York 10019 . -

DMEAST #9556640 v1 , 8
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and related._-_'exp'ens'e‘s;‘ch_pérsﬁnn]e'l;,-,feés paid to professional service providers for
independent mapitaring. and analysis of our clinical trials, costs of contiract research and
manufacturing, costs of facilities,. and the costs of manufacturing clinical batchas -of biologic -
drug-candidates, quality control supplies and matarial to expand biclogic drug candidates.
Consistent with- dur focus-an the' daveloprnant of biologic drug candidates with potermial
uses in multiple indications, many of sur costs.are not attributable to a specificslly identified
product. We. use our emiployee and infrastructure resources acfoss sevaral projects.
Accordingly, we do not account for internal rasearch and developmant costs 6n a

project-by-project basis. As a result, We carinot state. precisely the total costs incurred for each.

of our clinical and-preclinical projects on a.project-by-project basis, &—
We expect our reséarch and déveloprment expenses to increasa substantially following the
~ completion of this offering as we gxpand .our clinical trial activity, as our biclogic drug
-candidates advance through the development cycle and as we invest in-additional ‘product
opp’ortuniti‘és.'_hnd':ra’s_é‘ar‘&h‘_fprdﬁfai"rfs.*Clir'_'nii:al- trials and preclinical studies are Time-consuming
and-expensive. Our expanditures on eurrent and future preclinical and clinical development
[programs are subject to. many lncenainties, We test our products in several preclifiical.
studies, and we then conduct cliriical trials for those biclogic drug candidates that we
datermine ia be the miost promising. As we obtairy results from clinical trials, we may elect ta
discontinue or dslay trials for some biologic drug candidates in-order to focus our resources
-on'more promising- biologj drug candidates, Completion of clinical trials: may take sevaral

'years or more,-hut the leng “of time generally varies substantially according 10 the type, size

of trial and intended use of 8 ﬁbio_,lpg"ic" drug candidate. The. cost of clinical trials may vary’

significantly over the life of a project as a result of a variety of factars, including:
« tha number of patients who epva&i_cipa'té.in,‘_ihe trials;
= the number of sites included in the trials; _
* the length of time raquired to-enroll trial participants;
- the duration of patient trestment and follow-up;
- the costs of producirig supplies of tha biologic drug candidates needed. for clinical trials.
and regulatary submissions; S -
- the eificacy and. séfery profile of the biologic drug candidate; and
= the costs and timing of, and the “ability to secure, regulatory approvals.
. As a result of 1he. uncertaintas diseussed above, we are unable to determine with any .
~ significant degree of certainty the duration and campletion costs of our research and’
development projects or when. and fo what extent we will generate revanues fromn the
commercialization and sale of any of our biologic drug candidates. However, while we do not -
- have specific-estimates for the ‘osts: of ali of our projects, we currently estimate that we will
spend approximately'$17 million for coridycting a Phase I clinical trial for:Proghyrnal to traat
steroid refractory GvHI ;- approximately lillion for initlating -a Phase [Nl clinical trial for B
oxima K(R)millloN(or completing separate Phase. II clinical trials-for
’ ease, a Phase I/l clinical trial for Chondrogen

¢ GvHD and

mal to treat acute GvHD and O
and a Phase I clinical'trial for Provacal, \ :

Gsneral ’and-A’dmi'nistratfvb‘Exﬁer‘rée's : ‘5 3
Genaral and adrh_iriis'trat'i_\(_‘e' éxpahses consist primarily of tha costs associated with our
general management, inel,udingﬁsalarie_s; allocations of facilities and related costs, and

33
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From mcepﬁonthroughMarch 31, 2006, we incurred ;igg_regaté"-res'earch.and

- development costs of approximately $148 million.

BN
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- professional fees such as legal and accounting.expenses. Following this offering; we
anticipate increases in our genaral and administrative expense for legal and accounting
-compliarice costs, investor relations andother activities associated: with operating asa .

. publicly traded cormnpany. These increases will also likely include the hiring: of additional
operationial, financial, accounting, facilities enginesfing and infarmatidn systems personnel,
Stock-Based Cornpensation Expenses

We gsani sibck- options o our employses, on the-date of their employment and
perigditally théreafer, as incentives and to aligi our gmployees’ interasts. with our success.
‘Wsrendeavie to grant these options with-fhe exarcisé price equal to the estimated fairvalyio
AT.our corfnon. stock.. R Y : . 7 ]

: Prigf to April 4, 2006, the faif value of our gBmmon ‘stock was Bstimated J#¥ cur Board of

- Directgts based upon sevepaf Tacrors, including eur financial condition.-oucash burn rath and

- our ifformal analysis of tfie-possible sources -and costs of raising additipfal capital. Baged on
the Apecific factors listéd furthar below, dyf ng 2005 the Board determified that the. fay value
ofour common spatk was $0.10 per shagé. ' o , s

'We. comprSsioned an independenvaluation of our commgs/stock as of Decpfhber 31,
‘2005 and geteived this report o ApAl 4,:2008. The valuation réport estimates th fair value of

o “our copafnon stock at Decamber 34, 2005 was $1.71 per shdre. Prior to-this rgfort we did not
- obtaid an independent valuation/of our comrmion stack bécause we did notHave the capital
refources to invest in a valuatién. - T h
. Upon receipt of the valytion report, we ratrgs Pectively analyzed Sur Board’s past
- valuations of our equity ifStrimants; and we defermined that the sétimated fair value of our.
comimon stock from Jaglary 1, 2005 thréug) Septamber 30, 2008 should remain at $0.10
based on the factors |fsted below. In Ocigher 2005; when wa pégan. to achiave success raising:
additional capital, wé determined that & fair value of our gémmon stock should be adjusted
10 30.84 per sharg/Finally, in'the middle of Decamber 2095 whan a foreign investor invssrsd
$20.6 million in gxchange for a 6% ‘convantible promisgfry note, and the enrallmengs-in.our
clinical trials syéited 16 meat o expectations, we gdjusted tha fair value of our gémmon
stock to $1.77 per share. Frge{ the middle. of Decgfnber 2005 through March 3#/2006, we havey
not experigficed significapfchanges in operatighs which would increase shgfd value. /

Basgd on'the indggendent valuation apd our review, we subsequerly detarmined, for,
financiz! reporting plirposes; to adjust ¢r€ fair market value of the aqfity instrumants grafited
during the first gdarter of 2006 and vye racorded $924,000 of addijdhal deferred compghsation
relafing to stoek option granis magé during the first quartar of 2406. We are amortizifg this
deférred copfpensation into tompensation expense over-the. FOur-year vesting perigd. We
recoghized $60,000 of compep<ation expense ralated to dgferred compensation ig’the first
quartap’of 2006. . s B Va ‘ . p :

‘ he following factorywere snalyzed by our Bogrfi in determining the fai v'valua of our
common stock during 2005 arid the first quarter af 2006: : :

¢+ At January 1,/2005, sur cash and shorgAerm investments were $498,000, or

- approximatgly six weeks' payroll, apd we had no demonstrable bility to- raise.

additiona)/capital: _ _

« During the first six months g# 005, we did not realize any egmmarcial-sales, Sales of
our oty currently. offefed-€ommercial: product, Osteoce!, diff not begin-until July 200
Of thé $957,000 in sale “recorded by. us i 2005, $673,000 ok 0% ocgurred ipshe Touith
quafter of 2005, _ R :
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~We grant stock options to 6ur employees, on the date of their employment and

periodically thereafter, as inceritives and to align our employees” interests with our

success, We endeavor to grant these options with the exetcise price equal to the
~ estimated fair value of our common stock. - N -

Prior to April 4, 2006, the fair valie of our common stock was estimated by our Board of =
‘Directors based upon several factors, including our financial condition, our cash burn rate
and our informal analysis of the possible sotirces and costs of raising additional capital.

The following factors were analyzed by our Board in determining the fair value of our

common stock-during 2005 and the first quarter of 2006:

» At January 1, 2005, our cash and short-term investments were $488,000, or
approximately six weeks” payroll. ' o '

* During the first six months of 2005, we did not realize ‘any commercial sales.
Sales of our only currently offered commercial product, Osteocel, did not begin
until July 2005. Of the $957,000 in sales recorded by us in 2005, $673,000 or
70% occurred in the fourth quarter of 2005,

e From January 2005 through the end of the year, we obtained $40.4 million
through the issuance of convertible promissory notes.. ‘Howevet, of this amount,
$32.9 million was not obtained until after June 2005 and $20.6 million was not

- obtained until December 20, 2005. The effective interest rate on these notes is
15%, with redemption premiums that conld increase the future effective interest
rate significantly. ’ R . ‘ -

 During the first six months of 2005, we offered our Series D Mandatorily

Redcemable Convertible Preferred Stock to third parties for $2.00 per share. This
Series has a convetsion ratio of one share for ten shares of our common stock, or
$0.20 per common stock equivalent. As aninducement for investors, the Series D

_included an $18 per share redemption premium, Wwhich becomes due on June 30,
2007 if a successful initial public offering is not consurnmated prior to that date.
In the first quarter of 2005, a number of the Series D shares were issued at $2.00
per share to related parties in exchange for termination of our 10% Convertible
Demand Notes held by such parties. As a result, the amount of new cash raised

~ bythe Series D offering was approXimately $3.3 million,

o Beginning in ‘Ju'ly 2003, andcontlnmng 'tvhmugh‘yeér-end,;we offered our SeriesE
Convertible Preferred Stock for $2.50 per share and raised $17.5 million of
additional equity, $13.3 million, or 76%, of which was received after October 15,
20085, S . o

e The Cormpany’s stdvckhg'lde_m? deficit ’iij_icfjea’s‘cd from $(51 1) million at the end of
-~ the first quarter of 2005 to $(78.6) million at the end of ’ﬂ_1e first quarter of 2006.
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During the same period, the negative book value or deficit per cornmon share
increased from $(1.43)to $(2.15). o | -
- Based on the specific factors listed above, during 2005 the Board determined that the fair
v_ahi'e,-zof-our_cbmmon}gtockf was.$0:10 per share. The'Board’s periodic determinations of
~ the valuie of our common stock were typically not made contemporaneously with grants
of stock-based compensation, -although in some instances those determinations were
made contemporaneously with decisions by the Board to grant stock options. Because
 there was no market for our common stock during 2005, the approval by the Board of
~ option grants at the consistent excreise price of $0.10 per share is indicative of the
Board’s conclusion that its periodic value determinations were sufficient for stock-based =

- compensation purposes throiighout the period.

On February 9, 2006, we cornmissioned an independent valuation of our commen stock
as of December 31, 2005. We received this report on April 4,2006. The reportisa
retrospective valuation and estimates that the fair value of our common stock at
December 31, 2005 was $1:71 per share. Prior to this report we did not obtain an
independent valuation of our commen stock because we did niot have the capital
resources to invest in a valuation, '

. Upon receipt of the valuation report, we reﬁ'ospccliVer anﬁl}"fZed our 'B'oard’_sb past
. valuations of our equity instruments, and we determined that the estimated fair value of
- our common stock from J anuary 1, 2005 through September 30, 2005 should remain at

'$0.10 per share because of the factors discussed above.

We believe that the value of our common stock did not start to increase above $0.10 per
share until the fourth quarter of 2005. First, in October 2005 we began to achieve success
raising additional capital, as discussed above. Second. in the fourth quarter of 2005, we
began to demonstrate the ability to consistently enroll the patients necessary to advance
our clinical trials. Overall, from January through September 30, 2005, we.had -enrolled
only 7% of the total number of patients required to complete enrollment in our clinical
trials and there was significant risk that patient enrollment would not meet our busipess
plan. Bythe end of 2005, as-a result of enrolling 35 patients in the fourth quarter versus
-four patients in the third quarter, the percentage had increased four-fold to 28%. Third,
sales of Osteocel, our only marketed product, did not become meaningful until after we
_executed our distribution agreement with Blackstone Medical, Inc., on November 10,
200s. The execution of this agrecmient, we believe, provided third party validation of the
viability of Osteocel as a commercial product. Sales of Osteocel were $284,000 inthe -
- third quarter of 2005; but increased substantially to $673,000 in the fourth quarter..
‘Therefore, we have sinice determined that the fair value of our common stock should be -
adjusted for financial reporting purposes to $0.84 per share as of October I, 2005,

In the middle of December 2005, a foreign investor invested $20.6 million in exchange
for a 6% convertible promissory note. In addition, approximately $340,000 of the fourth
quarter Osteacel sales, representing more than one third of all Osteocel sales for the year,
occurred in December 2005. Finally, enrollments in our clinical trials started to meet our
expectations in the first quarter of 2006, as 84 additional patients were enrolled,



- P. =873
Jul-10-06  04:51pm  From= T-866- P ﬂ15/0_25» F-87

increasing our enrollment percentage to 79%. Therefore, we have since determined that
the fair value of our commion stock should be adjusted for financial reporting purposes to
$1.71 per share as ‘of December 20, 2005. From the middle of December 2005 through

. March 31, 2006; we have not experienced significant changes in operations which we
‘believe would inéf@};se share value: e e

Based on the independent valuation and our review, we subsequently determined, for
~ financial reporting purposes, to adjust the fair market value of the equity instruments
granted during the fourth quarter of 2005 and the first quarter of 2006. We recorded
$283,000of additional deferred compensation relating to stock option grants made during
the fourth quarter of 2005, and $924,000 of additional deferred compensation relating to
- stock option grants made during the first quarter of 2006.. We are amortizing this
deferred compensation into compensation expense over the four-year vesting period. We
recognized $6,000 of compensation expense related to deferred compensation in the
. fourth quarter of 2005, and $60,000 of compensation expense related to deferred
' compensation in the first quarter of 2006, '



‘T-866 - P.D17/026 F-B73
Jul-10-06  -04:5lpm  From- _ . 1066 | T
| MERRILL comrosun'xow musmuns—mu-os 2036 DISKIZS: [oep[-ng oﬁpml()sg]CN]osgul

" mrllnr Free; S0D/1200: Foot: 0D/ OB. VI RSceq: § Cir:0
D15K024TFAGEKPSTYLES]UNWERSALBST“SD 1a CCs‘ 3895

e Durmg the-fcst six months of 2005, wea o ere \our Senes D Mandatorily Befleerable
: -Con pfiible P ferred Stock to third gSrias for 52:00 per share. This Segi€s has a

. .conversion ritio’ of ane share for fn shares gf our commian stock, g$0.20 per |

SCammion stk equnvalent. As gff inducsimiany yfor.investors, the Se es D included an $18
‘per share edemiption’ prerm 1, which: becgimes due on June 3972007 if 4 su Eossfyl
IPO is ngl consummated pior 1o that dat In The ﬁrst quarte f 2005, a-number of the
Serias [f sharaes | Wwere isspéd to related mes in: exchange iS¢ termination o our 10% -
‘Convefible Demand Ngfes held by su, ‘partias, As & ragdlt, the; -amount of new cash
raisegl by the Series [) offenng was lghs than $3.0° millién. '

- = Beginning in-June 2005, and contiiy ing through yr-end we ohtained $19 8 million
thy ugh the issu ce of eéonvartib e promlssory Gtes that mcludad bgfnieficial e
cj nvers:on feg res.

- egmmng July 2005 and D ntmumg thr gh year—end we offagéd our- Senes E
‘Conveitiblé Preferrad Stack/ Aor $2.50 pe; €hare and raised $17.5 fillion of additicnal
: equnty 13 3 'millien, or 7§%, of which Avas raceived’after Qctobér 15, 2005,

- On Decerriber 20, 2005, fve obraingd SZD 6 mI"lOn Through thefissuance of a ga vartuble
promissory nate. The g ecuve iaterest rate on this note is 15%, with redgsfiption
. prefmiums that could i creas he ‘futura. effect:ve interest ratq agmf tly.

Interesr Expense

Interest expense consisty of i interast mcurrsd ‘©h our dabt We pay interast on our bank
loan and capital-leases and-accrie non-cash interest on some of our convertible long-term
debr. At December 31, 2005, we had debt of: approxlmately $47.5 miillion that bears interest at

 stated-ratgs: berwaen 5% snd 8% per vaar arid the ‘majority .of which is expected to -be:
converted irito equity ar repald upon successful completlnn of an initial public offering.
Certain redemiption of. premiums result in an effectwe yield of 15%. on certain issues. Upon
‘conversion we expect that the majorlty of the’ 84, 8 million of intarast. expense we incurred in
2005 will- eventually be paid through thei issuanca of cammon stock, and not in cash. At
December 31,:2004, we had. debt of approxlmately $9'9 million that bears interest at ‘between
5%. and 10% per yaar resultmg in mterest expense of approxumately $0.9 million in 2004.

. Im:ame Taxes

We have hot-recognized any deferred tax assers or liabilities in our financial statements
since we cannot assure their future reallzatlon- Because realization of deferrad tax assars is
dependent upan future earnings, a full valuat:on allowarice has been.recorded on the net

-deferred tax asséfs; which relate primatily 1o net operating loss carryforwards, In the event
-that we becormie profi table within the next several years., we have net deferred tak assets of
_ approxlmately $57.3 million_that may be' utilized: priorto s having to recognize any.income
* tax expanse or maks paymants to the taxmg authorities: Utilization of our net operating loss
tarryforwards in any one year’ may be llmlted however, and wa could be SUbJECt to the
alternatwe rmmmum tax, . )

Crmcal Aeccuntmg Polu:les
General

Our dlscussmn and analysis of our f'nancnal condmon and results of oparations are- based
on-our: ﬁnanc:a! statements, which we have prepared in aceordance with accounting pnnclples
generally accEpted in the United-States; Tha _preparatian of thase financial staternents requires
us to make estlmates and judgmamnts that affect the reported amounts of assets, liabilities,

41
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rayalties. In the quarter ended March 3 20’05, we recognized $0:4 million i licensing- fees

and royalties. We did not have any revenue from our Osteocel product in the prior year, as

~the prodiict:had not beén: launched.

Cost of Goods Sold'. R o o .
__Cost of goods sold were $0.5: million for the. quarter-ended March 31, 2006 compared to
$0.0 ini the prior year. The cost of goods: sold assosiatad ‘with sales af Osteoce! was comprised
_of payments-to tissus banks, direcr labor costs and the costs of processing, tasting and
preserving Osteocel. We did not have any cost of goods sold frorm our Osteocs! preduct in the
prioryear, as tha product had not been launched.
Research and Development Expenses
_—TReseeraly and: devalopment costs wera approxirmnately $4.4 million for the quartsr ended
~ March 31, 2086 compared to $2.7 miillion in the prior year. The increasa in research and
development fosts in 2006 reflects the increased number of clinical trials in procass versus
the prior year.’In 2006, we incurrad éosts associatad with the enrollment of a Phase il trial for
Prochymal as an add-on therapy 16 steroids for the first-ling treatment of acure GvHD, a Phase
I trial for Prochymial for treatrnent of steroid refractory GvHD; a Phase Il trial far Prochymal
for treatment of Crohn’s Disease, a Phasa /il elinical 1ria) for Chondrogen, and a Phasa |-
clinical trial for Provacel/In tha first quarter of 2006, we conducted a total of five trials

General .-and:A‘d'r?'r_zihis'-t:rative Expensés : E""‘l"r L(’q-‘“

. General'and administrative experisés were :SV{I>.1 _million for tha quarter ended March 31, . .
2006 corpared to §0.8 million‘in the prior year. Tha increase was primarily. antributable to the
payment of axpense reifmbursement ralating to the fundraising.efforts of Mr. Friedii.

~(enrolling patierits versus two' such trials I the prior year, [~

Interest Expense, Net

Interast expense, net' was $0.5 million for the quz nded vMa’r.ch 31, 2006 -compared to

$0.8 million in the'prior year. & : 2
Comparison of Years ended December 31, 2005 and 2004
Revanue - I . .
. Tetal'revenues were $4.0'million for the year ended December 31, 2005, comipared to

$3.9 miltion.in the prior year: Our revenues in 2005 resulted primarily from $1.0. millian
genersted from the sale of Osteticel, the recognitior of $0.9 millior in licenising fees resulting
from: aur agreemnent with Boston Scientific for aur cardiac technology, royalty. fees of '
$0.5 million recognized upoh completion of the transfer of technology to JCR Pharmaceuricals,
and $1.4 million in_reveriues-recognized upon completion of work in furtherance of

- governmental grants, In: 2004, ‘we recognized $2.0 million in license fees from JCR
Pharmaceuticals for the future distribution of our products in-Japan, $0.9 rnillion in licensing
fees'from Boston Scientific, arid $0.8 million relating to completion of work in furtherance of
our grants from the U.S. government. Thesa:grants were completed: during the sacond
quarter of 2005; We do hot expeét that future grant revenue will be matarial.

Co_'s‘t,of:Go‘ad_s‘ Sqld' S

Cost of gddd’sv"éﬁld.-weressio.at million. for the year ended December 31, 2008 compared to
$0.0 in the pﬁ'o‘r;"y'ear.~WéfAlaU'r’|c,hed' Ostéaesl in July 2005. The cest of goods seld associated

~ T
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Rider 442
of th:s $4.4 mﬂhon, approxmately $1. 9 mﬂhon is- attnbutable to external research and
* clinical trials, $1.3 millionto the cost of science supphes including research materials for

_cell manufacture, media and teshng supplies, $0.8 million to payroll and related. expenses R
for personncl and ‘'$0. 3 million to facxhues and equlpment costs. ‘

f R.lder 44b

The decrease was atlnbutablc toa lower average level of debt in 2006 than in the prior.
‘year, due to the conversion of 10% Convettible Demand Notes into shares of Series D
mandatonly redeemable convertible- prefcrrcd stock in the first quarter of 2005
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. with sales of Osteocel was comprised of payments ta tissue banks and the costs of
. processing, testing and preserving Osteccel. . S
) ,ﬁéSearth' snd DE‘\?eiaprhsn‘r.-Eipéhses» V _ » .
Research and daveloprent casts were approximataly $16.9 million for thie year ended.

December 31,2005 comparéd to $11.9 million in the prior year; The increase in research.and’
development expenses in 2005 reflects the costs we incurred in the initiation of a Phase 1 trial
for Prochymal as ‘an add-on therapy to steraids for the first-line treatment of-acute GvHD, a
Phase Il trial for Prochymal for treatment of steroid refractory GvHD, a Phase /il clinical trial
for Cliondrogen, and a Phase | clinical trial for Provacel during the year. & :

Genersl and Administrative Expensas .- e

_ General and administrative expenses wera $2.3 million for the year ended Decembar 31,
2005 compared t6-$1:7 million in‘the prior year. The increase in general and administrativa
expanses in 2005 compared to 2004 piimarily reflects the cagts of our new rhanagemesnt team.
In the third quarter of 2004, our Chief Exgcutive Officer arid.Chief Operating Officer joined us
and,.in the fourth quarter of 2004, our Chiaf Financial Officer was hired. These three positions

were previously vacant.

Interest Expense, Net

- Interest expense, net was $4.3 million for the year ended December 31, 2005 compared to
$0.8 million in the: prior year. The iincrease was atributable to a higher average level of debt
in 2005 than In the prior year. The non-cash portion of our interest expense wag-$3.5 million
in 2005 gﬁpmpared to $0.5:in2004. 1

- Cemparison of Years endad-December 31,2004 and 2003
Revenues o . ‘ : R E _

' We had no product sales in 2004 or 2003. Revenues for the year ended December 31,
2004 were $3.9 million compared to:$4.0 million in thé prior year. Qur revenuses in 2004
resulted primarily from the recognition. of license fees of $0.9 million, resulting from: our
agreameant with Boston Scientific for our cardiac technalogy, license fees of $2.0.million from

.JCR Pharmacauticals for the future distribution of our products in' Japan, and $0.8 million in
revenues recognized upon completion. of Work in furtherance of grints from the U.S.
governmaent. In 2003, we racognized $1.4 miilion relating to wark on two grants with the U.S.
Defanse Advanced Research Projects Agency, DARPA,; for research, licensa fées of $1.0 million
from JCR Pharmaceuticals for the.futre distributiori of aur products in Japan, license fees-of
$0.8 million, resulting frorm our agreement with Bostari :Scientific for our cardiac techhology;
and $0.7 million in revenuss recognized upon eompletion of work in furtherance of grarits
from the U.S, goverpmerit. . -

Research and Development Expenses _ .
Research-and deve‘lop'ment'éogts ware approximataly $11.9 million for the year ended.

-December 31, 2004 compared to $78.6 million in the prior year. The decreasa. in research and.

development expenses-in 2004 was driven by lowar employee headcount and a reduction in

research costs as we transitionied 1o a compary centored on the: devalopment and

commerecialization-of stem cell products. Additisrially, in 2004 we began. outsourcing the

managemant. of our clinical tials to third parties who we balieve can achiave better results at
- a lower cost to us. This change helped further reduce our 2004 research and development

expenses as comparad to 2003, .

T
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Of this $16.9 million in 2005 résearch and development costs, , approximately $7.4
- ‘million is attributable 1o extemal research and clinical trials, $3.9 million to the cost of
 science supplies including research materials for cell manufacture, media and testing
_supplies; $3.4 million to payroll and related expenses for personnel,-and $2.2 million to
facilities and équipment costs. ‘ Sl

Rider 45b

Of this $11.9 million in 2004 research and development costs, approximately $3.6
million is artributable to external research and clinical trials, $1.3 million to the cost of
science supplies including research materials for cell manufacture, media and testing
supplies, $4.8 million to payroll and related expenses for personnel, -and $2.1 million to

facilities and equipment costs.
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- Series 2003 Convertible Prafé 'rfed..$;ft§ck; so request, we are required to fila'a registratian

statemant on:Forrn S-3:provided’ at the reasonably anticipated aggregate. price to the public
of the registered shares would be $1 5 million or more. We will-nort be.eligible 1o saek '
effectiveness.of a Registration Statemant covering these sharss on Form S-3 uniil at Isast one
year after the data of this prospectus. We, are responsible for all expenses incutred in
connection with any.registration under either of these investor rights agreements, otherthan

underwriting discaunts:and commissions. The fegistration rights ara assignable by JCR arid
Boston Scientific, respectivaly, anly to an affiliate of JCR and Baston Scieritific, as defined in
the respective agresments. The registration rights-of any holder under either agreament
terminate four years after this offering or. at'such. earlier time as all securities held by such”
halder may be sold under.Rule 144 of the: Securities Act, Both Boston Scientific and JCR have
waived any registration rights with:respect to this offering.
The-Noverriber 28, 2005 Registration Rights Agreement with' the holder of our

- $20.6:million convertible promissory note requires us, upon the exercise of the halder's option.
to convert in the event’of ani initial public offaring. to register all securities. issuable upon the
onversion of the note. We are responsible for all expenses incurred in connection with any
such ragistration, other than: Undamwiiters” commissions and fees. Howaver, the holdar's
option to convert under the $20.8 million nate &risas only if an initial putlic offering of our
common stock ocurs after' Decemmiber 20, 2006 and will terminate upon censummation -of this
offering. SRR ' ’

Equity Plan o

W intend to fila, shortly afier the effectiveness of this offering, a registration statemant’
on Form §-8 under the Securities Act covering 8ll shares of common stock reserved for
issuance under our amended and restated 1984 -stock incenttive plan and 2006 Omhibus Plan.
Shares of common ‘stack issued upon ‘exercise of options under the Form S-8 will be available
for sale in the public market, subject to limitations under Rule 144 applicable to our affiliates
and subject tothe lock-up agreements described above, '
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None of the registration rights agreements discussed above provide for any liquidating
damages as contemplated in EITF 05-4 “The Effect of a Liguidating Damages Clause on
a Freestanding Financial Instrumernit Subject to Isste No. 00-19.”" Although we are
-subject to-certain obligations under the registrarion rights agreements, there is no cash or
-other form of liquidating damages associated with our fajlure to successfully register the

shares.
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OSIRIS THERAPEUTICS, INC.
NOTES TO FINANCIAL STATEMENTS (Continued)
. YEARS ENDED DECEMBER 31, 2005, 2004 AND 2003
AND THE THREE MONTHS ENDED MARCH 31, 2006 AND 2005 (UNAUDITED)
(amounts in thousands, excapt for share and per share data)

1. D'éseripﬁbn‘ of Businéss and Significant Accoﬁnting Pblicies:lf;o"ntinued)

we entered into such an agreement with Bostoni Scientific Corporation pertaining to our
cardiac drug development and we received a $5 million Tes for licensing the usa of our
technology. This fee is being recognized as revenue over a 63-month period, $952 of which
was recognized in. each of 2005 and 2004, and $794 was recognizad in 2003. Also in 2003; we

. entergd into ‘& similar agreement with JCR Pharmacauticals Co., Lid. (“JCR!")-partaining to our
hematologic malignancies drugs for distribution-in- Japan. We recognized $500 of revenue in
2005 and $2 million in-2004 and $1 million in 2003 from the JCR agreement,

‘Revenues from collaborative research licenses. ar i grants are recognized as earned upon
either the incurring of reimbursable expensas directlf related to the particular research plan or
the complation of certain developmaent milestones: ds defiried within the terms of the
collaborstive agreament. Paymants receivad in adgance of research performed are designared
ds deferrad revenue. We recognize non-refundab > upfront licanse fees and certain: other
related fees on a straight-lina basis over the dey Iospmant period. Fees associatad with
substantive at risk, performarice based milest s are recognized as revenue upon their
completion, as defined in the respective agrg€ments. Incidatal assignment of technology

- rights is recognized as ravenue as.earned/ = ¢ Kilew F-l '

‘Historically, we have also recoghized revenue from goverrnental grants for research
prodicts and in 2005 we recorded $1.4 million-in grant révenue as we complered woik on
‘three separate grants. In 2004, wa earned $844 from governmental research grants. Revenue
from research grants is recognized as the rélated research: expenditures are incurred. Tha
Company no longer solicits governmental grants.

Cost of Goods Sold _

“In July 2005, we launched Ostsocel. Costs of goods sold consists primarily of the casts to
obtain the tissue and other chemicals and supplies, Our manufacturing processes are still
‘being refined and, therefors, We expense manufacturing labor costs as incurred. Theése labor
costs are reported as research and developrmant costs.

‘Research and devslopmenr costs
Research and development costs are expensed as incurred.

Income taxes
. Deferred tax liabilitias and assets ara recognized for the estimated future 1ax

consequances of temporary differances, incoma tax credits and net operating loss
carryforwards. Temporary differences are primarily the result of the differences between the

- tax bases of assets and liabilities and their financial reporting values. Deferred tax liabilities
@nd assets are messured by applying the enacted statutory tax rawes: applicable 1o the Tuture
years jit which deferred tax ligbilities or @ssets.dfe expected to be settled or realized; Valuation
allowances are establishad when: necessary to reduce deferred tax assets to the amount
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© . . {amiounts in 'th’(;usapd's, except for share and pershare data)"

3. Notes Psyable and Capital Lease Obligations (Continued)
Dermand Notes, plus the 10% premium of $235 and accrued interast of $120 were converted
into 1,352,325 shares of our Series. D Mandatorily: Redeemablet‘onvertible Preferrad Stock,
reprasenting-a conversion price of $2.00 pershare, <o . - = . —
As of December 31, 2005, wa have issued convertibla promissory notes to twenty-six
stackholders for a total of $19.8 million, Thase notes will pay interest at 6% PEFannum,
_payable after 12 months;, 24 months, and at maturity: These notss are due and payable in
June 2008, unless earlier convarted into common stoek. If we sucgcessfully close an
underwritten. initial public offering (“IPO”). of comimon stock of $25 milljon oF more, the
‘holders of the notes will have the option. of a) converting the note into commion shiares of the
Company or-b): demand redamption: of tha printipal and any accrued bur unpaid interest. The
notes provide for discounted conversion features providing the holder to convert to cominon
stocK at prices between 75% and 85%of the IPO ‘Price-based upon specifiéd dates, The: notes
are not convertible on the commitment date. In accordance with EITF 98-5 “Accaunting for
Convertible Securities with Beneficial Conversion Features or Contingently Adjustable ‘
Convarsion Ratios” the intrinsic value of the conversion feature will be recorded upon
completion of an {PO. , - : o
In'November 2005; we issued a'$20.6 million converiible promissory note to. 2 foreign
investment bank. The note matures on November 28, 2008 and bears interest, payable
annually at 8%. This note also pravides for redemption premiums starting at 9% and -
escalating up to 27%, depending. upon the d

ate of redernprion. This note is convertible into

. cormimon stock at the sole discretion of the holder if ‘an PO occurs after December 20, 2006,
The conversion rate is.based.on the offering price of the IPO..Upon the noteholder’s glection
to convert, we must take, all necassary steps 1o register the resulting: shares pursuantto a
separate registration rights agreement with.the holder. We have sccrued the redemption
premium that we are presently obligated for as long-term iriterest payabls with a
correspotiding charge to interest expense resuiting in an effactive yiald of 15% for the year
anded Decembesr 31, 2005. The accrued prernium at'December 31, 2005 was $1,854,

In September 2004, we issued a convertible Proinissory note to & foreign investor for
$2.0 million, This loan bears interast at 5% and the' principal and accrued.interest is
convertible into our common stock at the convarsion rate of $1.50 per share. If not converted,
this loan becomes due on September 20, 2008. This note also provides for redemption '
premiums starting at 5% and escalating up to 20% depending upon thie data of rademprion,
We have accrued the rademption premiurn we are Ppresently obligatad for as long-term

_interest payabla with a corresponding charge to Interest expensa resulting in an effective yield
."of 15% forthe year ended Decembar 31,2005, The -accrued premium at Dacember 31, 2005

In: Fébri.xary 2003, all-of our then outstanding convertible debentures toraling $23.8 million-

‘and related accrued interest totaling $2.2 ' million were coriveried into 26.2 million sharas of
common stock; This rapresents-a convarsion rate of $1.03 per share of common stock.
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