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HHN, EAROBERGIILL T DY TH D,

OZKFMD MTA LI DOINT

FRFEL BT 20 £ AR O EEREATTFY (OTT; Office of Technology Transfer) Z 4L . %
D727>T MTA Y4 D Section ZF% 1T, 5 4 NINDEFHD RS 7 % 1 UZEH T TNHEND DA Al
L7z K5 gk O R RERE TH D (U — K, UL b REFEOMBX 22 Z &R L TR
1),

OMTA #5ICDT

7 (OUTGOING) | %1 AU (INCOMING) &> C NIH 4 Jiti % CHE# 200-600 4, NIH D541
ZDFRE D OUTGOING L72>TD,

P LT KZAZB O TL, OUTIN FRECCHER 160 PRRREENDEL A 1F, Jeb 2V VK52 (UCSF) THY
1,500 ff:&7e>TND,

IN/OUT @®PNER. OUT 75 50 {4255 300 ZEFREE L IN 23 100 235 300 EFREE | &% KEPICHBUWTIN-OUT
D HER IR FRIEFREE DS IN 28 OUT O 2 {FFEEEICETHAHL TS,

OMTA 758

OTFHTET/ETHTEIT (RE)DARIZDONT

OUTGOING IZ2WTIE, THTITHBRH: (80%-90%) % (5D DHENI K- ik 3%\, Zhudst4e
KO TIT VB D 72NN e T L ERE T MM~ T VT AAHGIZ O TIE
MTA Ci372<, UPFRONT +Royalty DR E&AT 2571 £ ARM TRILT DR FENRE T LIS
%,

INCOMING [ZOWTCIEERRRBR A DY 7 32 ) AN — 2 E R RN TH  ARENDLDZIT AN

Yo T INEHELD 20%035 50% &5 RFEEDRDDEERE i, RXUFr—REH DU TR 3%
OO T VT IVINE RFTOMFEF TITV B E 2 5 QDA EZF b T\ A,
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O thisg Al
Rt B1121% OUT/IN &b Ab K Mt 23 % 15 80 COA D, B2 OUT DG4 . KRFEICE S TIRRN - 7
T HNRODRE LD TEY, KEDBASAA DO EEA 2L THHIEH L TS,

O xtill

OUTGOING;
A EATST2FAE DR TIL, Academia/FET BT IT7ITH L CEBICHMED LI RIERBRE T
AL TS, T, =TV TR R ZOAIBE R THY . Z i EIch Rl L Cil
RENDRETHHEN) NIH OEBNR KIS TODLD THD (Rl 3550128 KFEELIFITE
LD H-LL A NIH LM BURIFL CODZELBRL TD) ,, — 7 Tld, RAERIE I 2HEE
SNDHLDITKLTIE, MR T A A TSN TWD IS BkE RV, 8 KRFDOA 4
o=k~ T VT VEEEDL A N7 UAMIREL TODREFES 2 KITIE— ERFEL TWDHH DL
HeESILD,

INCOMING;
YaE DRFDFAEFEZ SO THESHDWVIT R TORME RO TODDILRKFDOM B - b
FREOLHEL THROZLLE DD,

ONAATOF Y DFELE

OUT. IN EbHifh, DNA, 7ZAIR, #AEY), i, RREWRE B0, —HOKRFICE
VWTCIE human tissue OEDHNBKEL /a2 —XT v 7 EZNTVD, 2 informed consent DB S7/2E
B N HITFRD ZE THL DB RN DR BT 7230 T D~ T V7 L LB DO B TE A>Tl
PSS CWA, F-BOary e RS BAE L C, human embryo cell (22T OUT/IN &b pREICEFLE L
TWa,

O<TUTIVIZETAMYFZLVRES LURYS—IZDNT

ORI —IL DB E

FRZPELETH AU AIZEAH L TS, JEIUT NIH AR T A 20k &9 DA, BT

ARTA INETRE,

ORTIUTILDIFEIZDOINT
KFLOEREHEH -2 THHIRY K- FEEF AT R,
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Rt D 5 &2 (OUTGOING)
KR — B DN — VTHEWIFFEE - IFZE5E « KB - 28072 8 I2BL 4y, £72 OTT (Office of
Technology Transfer) #9723 —E 2 F (10%-20%) ZHEBRL CUNBT7— AL,

OBEHFNEIO—Fv—F

BERAZBNTTR—F ¥ —FAERL TV, EHIZEDRTEMEEL THFRE ~D Q&A 74+ —~—h
ZIERR L T D RFHZ U, AFLTEERFOF (A —F R RF, =8 — K5, UCSF, A¥ 74—
RRF, UV R BB G R E L TARERITIT LI,

@< T )7 ILIBEREEFIZDINT

OMTA DFERIZDINT

HRKFED NIH AARTAATTE SO TYERES L7, SLA (Simple Letter Agreement) 35OV UBMTA %
WL EHIZ HFZRITINEREITIESEE R FEOEIE - QB Z AT A ORRL L T,
55 4 BAFRIZ UBMTA, SLA BILORZHFLOHIZIRAL T,

OXRHEREICDNT
WO — A EUERE & LIRET DT LMD RELGmEITITHOIL TR,

OMTT XBRIESE
FRFEED OTT FMAHY LTODA, B MTA Z2 V23 7V RIED & — AFRFFE# I T&
NTODLRFELDHY,

OY A F— (ZHWERE)

OTT &P EEHE R AITH S, OUTGOING THETL MTAIZ 58 ST HEHL 3 D A 134 2R BT -
MRELZLL TN —AbH0, £, OTT BEH OV AL LIRIFHIH ST EE % witness ELTHA
VEEFELCODRELDD,

O TV IBEENRBDRRELGDSEBICDONT

OEELH (OUT GOING) IZDINVT
£ RKFLEH OUT GOING (ZOWTHE, MEEICH O HERLE/R E O RBEZ RO T, ZIUTE RE 256 A
IX W T ALEZANRFEE THoT-, 2T, ¥ Academia OBE1THLELV G EEDOEEICEBVTE NIH
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HARTA L BIOZEIUTEES< SLA, UBMTA Z2ENFUES L, cHilib EERRE THHZENKREL T
LTCWDI=HEE 2 LD,

7212, RFEFDDO~T V7 /AZE =F OWMERIBIRD L TODINEIMITHONTIL, OTT HHELT
P ICHRETT 2L DEIE AR FLOFERL T,

OZ (T ANEE (INCOMING) [ZDLNT
K RKFLY Academia, non—Academia Z [T HEELRME 21T TRY ., ZRHOBEOmEL HME D
KB R IE 70 D — A 2D LD T D,

BRFELS B DO RPIZBITI DY 7 V2T AU LS THIRS =L 22, o~ T U7 L%
W22 RFEOMSELTWFSEE PEL L CRER T RETHH LV RN IEEOFEMREL THL TWAZ
ENFDOE RITHD,

W T T HTIvI TV —HF L FEEMEDFERITIN A, ~T VT V% T8 LU E O BRIz
DN THBL GGG L TODIRILAI DT, R SAA A T AD BB W CGREZ D
FFAEEEL TR T — R IR 3513 —F 2L — | Material OEFRDOILRIZEITHOWTIERA
IRBLR (R ES Q) ZSNDT—ANDY | SR RLALEIR D —Ab e 5 EHEZ S D,

FoNSEREFAZBN TR MEETOBUR IV RTE, MEHLE, (RIESRIERE VDS Legal SIAIC
DNTHZ DXL HIFKISAILTIY, FriZiFsh D Academia- 2L DG RKIKGRE ~D K E72EEF L7
27 —=AbHHIOTHD,

@Dtk

KERFD AT RFFEEIUZ DOV TIE NIH (ZEDEENZF 0Ll b KERICE > TE 90% <
T AHRFL DD, (o THIMIERES . ~T U T ARBEEDOSEIZB W T NIH OB - HE0E
WENHDITHDHEW TYREE ZHND,

NIH 3R LU THAINT-EFRE TEEZODNAERITBR LT AR KO E S E2 BV TEY,
NIH O~T U7 VBRI T A HTARTA L bR TEDBEEPOER SN TND, ZOZEIEE KFI
HIEHBUESN WA, KERICEDHARTAL HEEIE LT 5,

T LZDOZ LI EL DO BURICB W T E R a2 D2 2T Lh B, Lo H
—BL TR, i 2 D — R ZOWTEE KPS TR IR S TODIRISA L HE 2 —J D
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BT,

WU L, KT MTA 2 RFPACES THEEADRIIDORT (T b K L& S, MTA
FEY A Y DO AMZFELE L CTEFDFEFEEK > TS,
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I. RE7KF-HEHZADOEESIMYBAE (HEAFEED)

@Technology Transfer Group M#A#E-B(ZDULNT

NIH;
NIH (X IR BRI K /S5 NCL 72 E 27 Dk B SE>TD,
TNENDREFIZ Technology Transfer Group Z3FAE$ 2 &[RIFIZ NIH (2% Technology
Transfer Office (NIHOTT) 23M&HEL T D,
MTA IZRIL i, #MiR% 0 TTD A3FEEL T Academia 0D MTA ZEOH N, 5t{E3EED MTA D42
WIIhisk TTG LEHEL T, NIHOTT A3 72 > TIT,
FoL FrEFHRR - 7 A2 AP NIHOTT OFEAEL7D,
NIAID (7L L — < JBRYLE) D TTG 1% 40 L FRE DA ZFEL T D,

TE)—KF;
Technology Transfer Office (21X 17 ZDAXYT7HBFLTEY, NMTA 7 a 0203 3 ZBHEHEL
‘(l/ \éo

TV F R,
Technology Office 23E¥NLSAUT=DIZ, 2001 AL ELEGHIHT LAY, KEFEL TITARET P 2 8 s 123
fifL V< gt
TT office IX FTE 2547 10 4, IN Bound $124& OUT Bound 2412437341 CV D,

UCSEF;
OTT G ZH 7T AafiNiz, 6 FERNCA T 2% RT (FRETII NN —I L AIZEF L TE)
fr#Et 4 A, 620584524795, UCSE OTT Gl IN BOUND MTA/OUT BOUND MTA
KD G &30 TR, T2 2-3 A DBMEF,

AB T A — R R,
BAfiBHs G 1% 1970 FARICERNLS L, 30 AFDOERZH L CD, BIEAED 29 44, 20500
Industrial Contract G (ZFTJ&@, Research Agreement, MTA 72E %39 MTA 1% 4 4 CTHULEL4 5,
1 £ C 650 {0 Research Agreement %z OTL (ZHFfE . ZDOWNARIL

» Sponsored Research Agreement 150 &
» Consortium Agreement 50 14
> 0% collaboration (¥ A A& D I [AIAFZERK)) 30 4
> MTA 450 4
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A e o
TR K+ OTT (Office of Technology Transfer) #9135 50 42 D A B CHERL, MTA 1221 T
13440 FTE 2384 W iuh 5 F-10 FORBREFL TD,
2006 4F0D FEHEIL,

> eI 310
#ERE L7~ Commercialization Agreement 153 {4
> US Hyariimg 151 1
> fififE L7 MTA 600 1
> ffs L72 CDA 171
» Start Up Companies 10 4

OZEMFIRICHT HEE

A =T VT IV ARIUZ DV TO— R AR
1. OUTGOING MTA (GEE) (22T
1-1. 1 4/ OUT MTA D%
NIH; MTA #3 (5L %% OUT)

T L — - EYYE G (NIAID) #9150 14/4F (OUT %% 80-90%., IN 23 10-20%)
BEPRI G (NIDDK) #7600 /4 (Fa& A3 OUT)

Jifi JE - i I G (NTHLB) #J 300-400 4 (FAE A% OUT)

¥ G (NCID) #7600 14

A—FL KRR, 50-80 1£/48 G2 3 ED ), FILIAZD N 80% AN
TEY— K 2004 4F 74, 2005 4F 134 £, 2006 4F 101 14
TUYF R, 2004 4F 46 {4, 2005 4 43 £, 2006 4 45 £ (2000 4 9 F)
UCSF;  ZHH-50 3] total T 1,000 {4-F2
AT H—RRE; (OUT ROV IN)MTA 450 £
Db R AR 298 1 (2006 4F)
1-2. 43¥8
Academia/FET T IT ({22)
NIH/NIAID; MTA 149 #F (OB 3ExI 5 17 {4)
AY—=FUR R RAEAKE, BREIVOBUATUSK LTI T A A3 CTRERASFHI,
TEY— K5 2006 4F 101, FETHTIT 44
TIVVFRY THTIT @ ETHTIT 50% : 50%
UCSE; 20%F2EEAS For Profit (423£) ~OH > 7 LARHET, 100-200 77— A /4F

53



U bR Non—Profit (Academia) 282 {4, For—Profit ({=2£) 16 {4
OHIIRI (AL - R+ B A2 &)
AV—=F R R, Academia (ZDWTKELISDOHUIENGD I LIAZLS U, 23 TIHKELL
PAA S AN
TEY—RF; 2006 4, LK 65%. BN 27%., 7T 8%
TUSF R 50%LL Easdbk

SO
NIH; Academia (Z-DVNTITREEMEFAI, I HOWTIIAITE B R E2HF AL THIEL T 50>
EDMEIRIE

A)—=FURRY; —MRIGERRE O LA K, B UEE L EREFHERT L5 60HY, —kid,
AV NT 4728 R T DEE1E MTA TIE7ed, 748 AZH LU TULEE,

TRV —REE; MEEDFH, EER - R A LR — A0,

(BRI T A2 AR E L TS5 — AR )

TUYFREF; *xt Academia IZHEME AN FHI, cHEZEITRUWELE 78 DL,

UCSE; MTA &0 TS 7L 5Hilils DU T Academia, non—Academia % 6 f
EH LT ERL R B AR B (B 2 B MIIE T 2002508 /tissue FEEE) . Zhuid Research D%
BESEEHEH L) UCSF OHA POLICY (22 D<HDTHY , KL ST MTA % income D
H 7 FBELTWAEZAL DS,

T bR % Academia [T IEAE,

%13 OUTGOING Research tool (22U T, Upfront & Annual Maintenance Fee 223K,
ONRAFT 0B 7Y D43 ¥E

NIH; HOPLFEIAICIOT003, FERF G TIXFEFR~ T A0 30 FFREEL,
BRI SEOT T IV OB, BAESL 5 ED sensitive issue,

AV—=FURR%; Huil, DNA, 7’ZAIR, #EW, ik, FZEBREM72E,

UCSF; Human HEDH 7LD MTA I EE N TEHR ORI/ 2E L ORFHT _READRHLHT-0
B DT N—TF T,

Human tissue ™9% human embryotic cell Zf# > 7= MR DN TITHE BT LDk LUV
HlRDHIZD | TN OBEREIZ OV THELWVERLZIT> T D,
TV K, AV —=2 7 BHID EER~ 7 AW TR 2K T e &,

2. INCOMING MTA (ZF A 122\ T
2-1. 1 4 INCOMING MTA D%
—TURREE; 170-180 {:/4F G 25 3 DX, L ATLDW 85% 13iiE)
TEY— KT 2004 4 217 {4, 2005 4= 288 4, 2006 4 240 {F
TV F R K95 1
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UCSF; Human H 3D 0% & AR 450-500 110> MTA Z i,
Db R AR 300 4 (2006 42)
2-2. 7 ¥E
OAcademia/FET T IT (12%)
A)—=FURRY;, RF-p¥ERYx,
TEY—K%; Academia 199 {:, IET7HTI7 42 1,
TUYFRE; BRERBRY 7V (R ICHU AFIEE) 2 o 32 L0 28 4,
UCSF; Academia & non-Academia DL 50% : 50%,
UL v h K% Non—Profit (Academia) 251 1, For—Profit (4&3) 49 14,
Ot
TEY— KT 2006 4, LK 87%. BRM 8%, 7T 3%,
TUSF R 50% LA Easdbk,
UCSF; HuskiiziX 75% 23k,
Ot
AV—=FV R R, WAEZ T AR, EREEZGERESND 7 — AR LIELIEHD,
UCSFE; ®HlilZ 2\ Tid, EEH D TR/NROEE TORUEAE KD 5D 75 UCSF DJFAN,
OBilin~T V7 )V OFEEE
A —F R 5 MAIAGIZ1X Bioproducts, DM LA B LB L OVE K 5,
UCSF; 75%73 Bioproducts, 25%7% Chemicals,

B.~7 U7 WIZEH T 20N BEH DR 2 —I122n\ T

L. A ELTo L — VB L TS0

NIH; FIEROIE#E e RE SR &2 NIH AR T AAZRED I, NIH LV E 27 7 LT
DEMFE « KFATH | EDOESFATRR D TND,

AV =T RRY; RFELTORDFNBAT (et R ELTZRBRICOWTORE , B, 57
Bifka, ZatE, e EERLERE) | SHIZAY =T NINE, BRIE EH AT AR T A 72812k
> THUE,

TEY—K%; YES. Emory University’s Intellectual Property Policy (Z¥E#iL4-%,

Emory University’s Outgoing MTA Template 72,
UCSF; 4., UCSF OTT Sample Outgoing MTAs
AB T —RKE; Web Site TR (Stanford K%, INDUSTRIAL CONTRACT OFFICE)

U b K% A . University of Washington Administrative Statements, University of

WashingtonHandbook, Washington State Public Records
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2. =7 U7 L (OUT) DI JEIZ DT
A —=FURRY; RFOREEHE RKPITENSNIZb DL~ T I T NV ThDe bR
I I o
TEV— KT KPR,
UCSF; RED#EEM, KFHEASNIZLDIZE D~ T VTV ThoiebIEHEIC IR R,
T b R B O RS TORPITKRFAITIFE,

3. xHiliD 53

AV—=FVR K, KRZETHI S EIC W TR ED R HRUCE S& | KPS IO E 2L
~IrHE,

=K%, (AU AT OV TIE Emory University’s Intellectual Property Policy.
Distribution of Cumulative Net Revenue THE)

TV FRY: OB DOWTIE MTA O A | AFFRE S 50% £72 74 B AR ~BIT LT
BAITRERR B 2R 2 NET REVENUE @ 15%72% OTT, 85%5JF 584

UCSE; MTA HAWETA B AR DIAFL FIZOWTIEL OTT ORREEZPERLIZ# ., 35%03
Researcher, 25% 23 K P | 40% 23 FHIC B 7y S D,

Ty b REE; OTT #8# 20%44E6R, FEBI#E 1/3, 5440 1/3. Research Fund 1/3,
MTA Fee BNEUEBDHDLE | 20% 38R 1E . EREHE DHFFEERITETT,

4. FHUHETo—F v —h
NIH; i85 24 WAV L 48 FERE DL I AL,
A=FURRY; BIRZH,
TEV— K RIS, IN, OUT &b K030 3 B FREE, —EEIE2 ML T 56 Th
17 HARREE SR AL PRI
UCSF; (BIFEZH)
Ty b K%, OUTGOING, INCOMING BIIERZ I,
FEREETICE TS B3
OUTGOING: Non—Profit £ 33 H . For-Profit £ 77 H
INCOMING: Non-Profit -4 29 H , For-Profit ¥-¥J 65 A

C.~TUTNABEIFIZONT
1. MTA OFERIIAL TS
NIH; NIH ZARZA123-5< SLA (Simple Letter Agreement) 33X T8 UBMTA %f# f,
AV—FL RRY:; UBMTA [ZHEHLL 7= K& L COBERL A I ., PIREZRFRY outgoing, incoming &b
UBMTA F X Simple Letter Agreement ZF|H, F£7= Incoming DA 1ZFEHEE LV D Draft 3%
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D AT N B MTA IZOWTIMFFEREI O A F 218 E OISR R EE 31T 5
INCE RSB, TOBLRINDIE 4 D legal ZRIAZA AL TN,
T —K%%; A.Emory University’s Outgoing MTA Template
TU K, +Simple Letter Agreement,
*Material Transfer Agreement, University of Arizona
*Material Transfer Agreement (Non—Biological), University of Arizona
o 3R
UCSF; 4., UCSF OTT Sample Outgoing MTAs &5(Z outgoing, incoming &% UBMTA BI Y
Simple Letter Agreement ZF]ff,
U bR, A Washinton K% template, S5H1Z UBMTA,
Simple Letter Agreement Zfifi H (&ED 10%) . ENHAR. EBREWIZ OV TR 2 #
2. H1E-IEME AEOLE OXHREITE DIINAT-> TN
A)—=F PR SUERAFHRT L5613 MHEE O NG HA R, 7272 LR BRI AR LA
UCSF; MTA IZIDIRHEESN T Y TV DU Tl Academia, non-Academia %5 & ME{E
HUIIAER B (] 2 (ML T 200-2508 /tissue FEEE) , ZAUE Research iR AL
SEHED UCSF DA POLICY (2R3 D THY , KFIZL - TIE MTA % income DA 172
FERELTWDEZALHS,
3. MTA ZZHDOFAEA
NIH; Academia ®¥5E 13, NIH &7k TT office, *AEHDE5E 13 NIH O Central OTT M HEAE:
HIE=S
A)—=F R K, HYERIZ 2 4 5 Corporate Contracts Officer,
TEY—K%; Technology Transfer Office (17 44) ™ MTA section (3 44) 7234024,
7V F K55 OTT Group,
UCSE;
OUTGOING; #% MTA %M T non—profit fiigk (ZHEfkSND5GE1E OTT ZfEH
Researcher {Z—1T:, For Profit ~DH L 7 NARMLTIX, OTT BN - HEEICHT-5
INCOMING; incoming MTA {ZDOWTIETXT OTT 7MY 35,
Ty b R OTT #if MTA F— 4,
4. BRIFRE (VAT =) 1 FFEDT > T
NIH; 4 Institution (Z&>TEALENIBIZHDIRSD,
AV—=FRRZ; OTT MMOME. flFE 77 A, UBMTA-SLA ZH\W 55 6138 44

(Corporate Contracts Officer) .
TEY— KT AT —ITDWTIL, outgoing (22Tl UBMTA (25821 HEN S S - FF
DELEZE LD ZNUSNEZ INIZOW T, 479 OTT OEH,
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TV F R, A =1L OUT BLWVIN &4 OTT OFEALA, Read and Understood DIEIZAFIE
BEEEDT A,

UCSF;  Incoming MTA {Z2WTD, YAF—% OTT EH{EFH T Researcher 3, witness &L TH A
2179,

AT FH—R KT, KFHAWIIAEZED Research Purpose TKRFD MTA NEDEEZ T AND
DO ETX, Researcher H HIZZ&ERTD,

D. =T UT NVBEREKI R W O R LR DA A 1T OV T
1. GRS (OUT MTA) ZRUIZB W Tieh i i L7 D5 H

NIH; NIH HARTA L BRIES TS0, OUT GOING (2 2WTIHERZEAR Af 2 Z & T
7L,

AV=F UK WFSE E # PSR R OREEE FARA~DREITHOW T IR RO ERIZONT

TV F R, REBFHIZOWUIMN LR FTHLHID | B FIH, WL Z IO TORL
WA D23, ZHLAMIRRE b E S<0 . KEREREIT2 0, ZHUeEBERED
UBMTA DAFAE - WA Z BN THY, 725 OUT Bound IZ DWW T —F R/L—HBR LN L,
FI I DN T, Y —F BRI DWW TIRBEE D7 — A TH R E LISMI R LN 2 &)
BEIUZE DIRFEAY T IITERENR,

UCSF; OUT GOING DA, 3rd Party OMER MG A TODEAIIFIZED conflict &7pbr— A,
HHZEND MTA Zil SENTEEICZ OMERIBIR AL TWD, 205786 NIH I2X5
UBMTA BT LHE N TR — AL — ATHIE S 2543720,

AH T F—RRKF; MTAIZDWTIE incoming. outgoing &% FHREITARE 4 #HHH LKL T\ A,

MTA OUT going D54 #li#72 Research Purpose [ZFRSIV, (B2 DO B R R EBIFR 455
BT A B A TS 2,

A P N
OUT GOING D¥FA Material (& 3rd Party O E ENTORWVIEENTWAHEEIE
UWOTT 73 transfer D FF Al 24525 << A8 W5,

KFAH ORI /258 DO THDOT At AL BEFR72 WA 1, Standard Form CRLEE,
%t For-Profits (23) (22U TIE,
S BT IVERD UW OIFEEZ N L TOLOTHLIENFIHET, L FOHEAIZ DWW THE
TG 22U,
> ~TUTAOMEHER, =7 V7L OEJR, Funding Source, Publication ZMD~7 U7 /L73
BEIZTA B ARSI TOZRWNE DD,
2. ZIF AR (IN MTA) ZEICBW T FROEE OIS, Kb e/ HIE
NIH;
> TTUTNADERIZONVTEIDY T 7077V —F L HBERHEIZONT, I TIT L
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DEFIZDWNTEL, NIH HARZANZH T, derivative (2 DWW THREE OMEF]AF8D TV Ve
W2 AR BRIN D K FE D] TR E 7 discussing point 725,

A—F R R,

> ATTHHN, KFECES TEMMCEERDIIT AT Ivs 7V —4 K FERMEOTIR, SHIT,
~T VT W AW HHR AR FEEO BV NI DWW, =T U7 VO EFE (derivatives DELOHK
UN) 22 E DR O ZE kA ] SR EE B T3 D72 D ITIT B E S m L,

> ZOMINEEST OBRENAORTE ., IRAESRIE, ARG BEETINLITMI Ok LD
KOG T v Ray 2T b6 165,

TE)—KF;

> HEFEELD MTA IZOW T, iR EB LML T Incoming MTA (ZHeb A& D 55 72 EINT
WD,

> WO B RFEREVORIEOIENNTH . 0 Material (23 S<AFFERRE Emoly K7 D& #E L
L CHER T DLW DS LD CTEERT-0,

TV FRE,

>IN Bound MTA @ 20%I37 720 WNR G —AER D AU F v — B3R ENDY —
FAN— | HBBEFERICOWTRRREREINDOZENZ D,

UCSE;

> ANAR—ELOBIRT Material & W FSEARIZ DU T Ownership ZZRESNH7—A
DD (FHIAAT IEFEDOEE) . ZAUTIONTIERLE IO N DT DHER,

»  F7=. legal STEDWN confidentiality, Rep and Warranty. #o g, ¥ERLIE/R LI DU Th B FE -
TNT 5 =T MBI E DI E AL A E AT T2 M BN D D72 | LIXUIE AW (Fricifgsh
LD KPEDOYE) TR E/2VERIC, Dead Lock 8%\ & Deal Braker L7205,

» 7~ confidentiality clause (Z- DWW TCIT /L7 /L =T NMiELEDOEFERABRIFEAIE O RS E S
2%,

AT F—RKEE;

» Incoming/Industry 236> &b iEEZFAD7— AT human tissue THADINIRDH>, Biosafety
(embryo stem cell) , &5IZ funding NEH72>TNDEDD, FTLLZ T ANLDHDIZ DOV THIEE
A BRI DN SHIZEEADR FRE TRV DONEINREZT =T 5,

> XTOMOZWEIE,; FHAIH O IP right, confidentiality DR (1 #H 2B O JF AL |
Publication DR, 7o DHERRE,

I bR

» % non—profits (Z- DWW TILE AW T IR/INRICEE D DN, TA 2 ABA: - AR BTD Review 722
EITDWTOFEH AN ),

KHARZET DUV TR, AZHHTARSD THMED D [N #E,
T
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WFIEEDORIROMIER L~ T VT )V A=A % DR L DRI
WIREDIINOT BT =/ Meb 85T DT DONR IR E
RINAR) —F A —HED ik

A B E S TR E 2B DRSS FICBhAIER

~T VT VOEFRNDILFERVBECH M REOREL A ESINIHE
T FE AR 2 5 o Fb 45 175 it PR D 1L K

TA'LAHEDHIFICIY Bay-Dohle &\ & NIH FEHEA~D ik
&R~ TV T L DRHEED PR

FHFHOFE A conflict

>  &<IZ DEAL BRAKER &7 %5 IH

FF B L OWFFE R B D A~ T ~D il [

AR F~DY—F 2L —HED E5R

~TUT VD EFDIEKR

UW 7 =2 B L O FEA~DOREG 727 72 A

AN )72 Liability

5t
5t

R TR D S P S

R

B. HART AL BT OFBIZ SN T

A =T R BUED US Academia DHIFIMPEBIRIZ OV TIE 1980 Bayh-Dole ACT DKL ANR
TERIZRAE I LT > TN D,

UCSFE: VAT REZT OV TR, gene therapy &0 BE# ) CBD (AW AR ZRK) 12DV T,
RINCFEDT N —T 5T oA — 7T RRFTRHIBEED (Wb KEITRBUETH DY) .

| S0l

NIH:
SR EA~DOFEMAL, commercial use & research use #E DX EFTZ T A0NIFW 72 E T, 77— AN
A —AT central OTT ELEELA S THIM, ~7 VT AARMEICH > THBAE commercial use 1
MTA TiE72<, License Z2H) TULEEd 5, Exclusive/non—exclusive license & [Flfk,

A)V—FURRE,
MISLRFTDHDDN, WFFEE 0D 50% LA RITE BT I OBEFHIE &, AV—F 2 FINID D& &3
10-20%12FE 220, 5T MTA 25, flix DA« [E 2RO e R B EEICBE L Th NIH
HARTAL OEFRFEAITHD,
MTA (Z&-> TR income ZHERR 52 L1, A/edld UMB IZE- TIEE —FRAVRB O TR,
KEENRKFOMOI EEZTA | AT DIZHT-> UIFHEATHICSH > TORNIEZT =7 T5
728 ® Due Diligence Z il TV %, ZIUIRZERIRE MRS D2 F v — LW EBHIH TR
720N,
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J4—F— L /Platform technology 71 L A2\, JRAIAIIZ exclusive IXFFSIRW, HrIZU
Y= T — LD TUE, PR DI FE R - AL 2 P LW SV BLE D S A R [ BLE L
TV,
MTA Legal Z5HHIZ-DUC, Indemnification, #EHLiAL, Rep and Warranty IHIZDUWNTIE, MR
IR EBURT - INBUR O 5 #HZ Lo TRESN TBVEEORHUTIFRIZ2NZ L0 | 2 FEH DT
ADORFEORTUTUIXRIEE 72D 2B D ZRIEDS Deal Braker 7257 —AH1),

TEY— K,
Emory K713, o KEDKF-EFRTL, SIMFFEE 4D K- (T0%) Z# IR AFL TRY, MTA
LD ETHEFEIANTIBN T NIH AAR TN TS,
TIEMNLRFTIE RN 28 | T2 2 IFE RN TINEICHEIL T 270 < B BB IX SV, “2T
1% negociable THA EWVNHIDH Emory K5 OTT (Office of Technology Transfer) D€ bh—,
Emory K&, 5% IOIZERK G BED Technology Transfer {EE1% R4 A7 L0 D AR
BERTHIIZ ANTODN, Pa—T T MEW BRI ST LG 0 TR WA OF
BT 12 ATV D,
ERIRAFF IR /0T BRI S — X ORIRIZH EREFIED 1 LU TR Z1EVWTRY, HAFHEL
C POC/Proof of Principle @ finding 7380, KFIE/REIEA ) —= 7w F—ZFZ L THD,
ZNHORMFLLT, Emory KFEINVT A ALIALEHOW, BILE Pl B MEIZHHH O 1, PIIEE
B DH DD 4, SHIT PLEMEIT 4, Pre-C 7% 6, U—RNLEBDEEFEDL DM 6 L7go> TS,

AH T A—RREE,
800million§ DAFFEEL DHH K- (95%) DA BN HD 2T AFLVE 4 TYUIRNIH REDHARZ
AL HERF LR T U2 B0
J—F2)L— License (exclusive-non—exclusive) 72 E 122U TIE NIH HARTAAZHED,

T VbR
MTA PR 7255 A TR T A o AZK) - FRAFFe/2 S0 & %
MTA I Industry ERFORFAIORT , —EDFREHEEEN T DX 7R ZNTBATIED DN H K,

ONIH D MTA (23T HEKRZEEIZDNT

NIH 1%, EZF#EETHY NIH ITRASNTZER TREZVDITIEIT T 00T HADBEN L TND,
NIH @ 99 JATD MTA TARTAL b TN TEDR RN SN TOD (2, ZOH AR T A3 NIH
BEEEZITANTODT XTOREEDTARTAL LB 725 TND),

R LDOER DTN BT EERRE BB EINDIH DO THARNA, AR TTE WO B
AR EAL T, AR AR L T,

NIH HARTA L DF T, b <ESF 2R L TODHOO 1 1%, Material/Derivative DE %, 972
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5. Derivative IZIFHRMEFE O b — T K IE 720 E 55 THY ., ZIUIHIFEO R BERFET D E
PHh, EEIVOY T T AT RFIZRER T —) OBRIZRERFm D 1 DEIRDNFEN/2N T
H5,
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. REXZ-HMERET) T (ERFEERYFEE)

1. NIH <National Institute of Health> (Bethesda, MD)
(EHL L7256 FH)
NIAID (National Institute of Allergy and Infectious Disease)
NIDDK (National Institute of Diabetes and Digestive and Kidney Diseases)
NIHLB (National Institute of Heart, L.ung and Blood)

@NIAID/NIH @ Technology Transfer ;EEJ[Z DLV T

NIH (ZFEICHRERNC X3 E35 NCL72E 27 DRk INORNL> TS, A EIVEA 3 ik TTG R
FHTIER,

TNENDREFIZ Technology Transfer Group Z3FE$ 2 E[RKFIZ NIH 1528 Technology
Tranfer Office (NIHOTT) 23&HEL TV D,

MTA ICRIL T, F %0 TTD A3FEEL T Academia 0D MTA ZEOH N, 543D MTA D42
WIIhiEE TTG S3E#EL T, NIHOTT 207> TITH, Eo, FriFthE - 7 A2 AR W
NIHOTT O EfEE/ 25,

@ Technology Transfer Group M#HEIZDULNT

NIAID @ TTG 1% 40 4 FEE DR ZHEL TS,
NIAID HKIEH 70 OWFFEE LD | W78 B 20349 1,500 £ 2Lk,

OZHEMEBRITHT HEEF

A, =TT VI ARBUZ DN T
MTA #&%%
TLLF —RYYE G (NIAID) 5 9 150 f4:/4E (OUT %% 80-90%. IN 7% 10-20%)
BRI G (NIDDK) 5 #9600 {4:/4F (F8& 73 OUT)
Jifi /- i i G (NIHLB) 5 #9 300-400 £ (B8 & 75 OUT)
J# G(NCD) ; #9600 {4
A 1E - A

Academia (2 DWW TIHEEAE, JFAI, SHZEICHOWTIIIIE B 7R E 2R EL THELT0E90 %
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Bin~7 V7 VO
HODHEFAUZDT=H FERIF G TILFEBR~ T AHE 30 R,
BN SOV T L OB, BIEL > L sensitive issue,

B. =T U7 /W T DB BUEDH D NIARY L —I2ON T
JL— )LD T
HRR DA B RS R ET 5 NIH TARTAAZHED LT, NIH IV E®E2T7 7 RL TV %
MiE% - R5ATh £ DOBATF 2 <RD TWHD,
T 7 0 —F r—NIOWNT
W 24 FERH DV N 48 B AN ICALEE,
B DOBEN YT T VORI DN T
WF9t3# % educate L, 2> Ol COFEL AWV EITI,

C. =T UT NWHBHRFHINT DOV T
MTA O#fER
NIH HARZ A 123-3< SLA (Simple Letter Agreement) 33508 UBMTA % .,
SR E 72 & BV T
Academia DFA 1L, NIH -7 D TT office, *fAEZEDHFE1E NIH 0 Central OTT NEATLEBE,
ZRIFDGE (P AT —) 1%
£ Institution (X > TEINEIM B IZHDRD,

D. T V7 NI SO R LR D WA A IO T
FEIEDZLK) (OUT MTA) ZZHHZ B W TR BRI ERD DI NIH HARTAL PRSI THDT20D,
OUT GOING (DWW TEHAER ATV ZE T e L,

LT ANZKI(IN MTA) ZZHIZIBW T, b &2 2D1E d. TV 7 VO EFRIZOWVTEED h.
THT IV I TV—F L FERMHEITONT, EIT d. 12DV T, NIH HARTAZEN T, derivative
WZDWTHREE OMEFIZFRO TN =D | B3 - BRIN O K2 ED M TR E72 discussing point &72
Do

E. 2Ot
RHEZE~OHAE, commercial use & research use ZEDIINTEFR T DI FIE T, 7r—
ANAr—ZT central OTT LaELG - THIEr, ~7T VT AR BHIH 72> THBA72 commercial use
(T MTA TI37e<, License ZLF)THEL T2, Exclusive/non-exclusive license & [Flfk,
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@ONIAID OTG I[ZDWLT

NIAID OTG (Office of Technology) B 45-L7= Tech Transfer D 3E%iE,
> MTA 149 fF (NAEZEXTE 17 1)

> CDA 92 1

> CRADA 4 f%: etc.
T U MHBESIT 212 174

Technology Transfer {EENDOWN ., fixh HARIIHDIEL CRADA EFEIE 5 [R B3 AF 2525,

ONIH O MTA (I T HERZEE(ZDNVT

NIH 13, EZHERETHY, NIH [ZRASHTEFE TEZVDITE T T 00D B EILTH
5o NIH D 99 FITD MTA HARTA L BT R TEDRENOERSIN TS (F2, ZOHARTA
1 NIH B &% 21 AL TWD T RTOMgR DT ARTA L b7 o> TND)

EFELDOMBIDOZKNT BT EERF R EG B ESNDE D THRVN, AR RYETTL VI B
Mz BARL T, RESR M mgm L TV D,

NIH HARZAL DT, Febifi<EsF2 ZRLTODHLOO 1 -D1E, Material/Derivative DEF, 3
7205, Derivative ([ZIFRIEF O br— /LT RITRNWET DR THY | ZAUINTFED I & IRFE
FT5 Enbb, REIVOV T VEZT AN FFITR AR T —) OBICKERGRm D 1 DERD 03
N2V R TH D,
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2. A)—F52KKZ(UMB) (UNIVERSITY OF MARYLAND, Baltimore, MD)

@A) —SUNKFE EFEEEFEICONT
A)—=F U RRFE AV =T RN R DAL EF MR L U COMSZ G4 S 7220 1807 AERINLOE
WEA TN KT,
NNVT AT INIARIE T HEFE R INCAAFT 7 /ey — RO ELIER T, BN~
T —E IR A ¥ O FE A B 5L T UMB BioPark Z7R/LT AT v S AICER., BALDL
CRO 1 #E3HEHHL TV,
MNSLRF-THDHDN, WFFEE 20D 50% LL FITEFBUN LY OBEFRIE B, AV —F L RN ED DB 413
10-20%2FE7220, 16> T MTA 25, Flix DA A [ELBURONIZE R BB A IC L Th NIH
HART AL DESFHFAITH D,

OELEMEBHEICKT HEE
A. =T VT VAR BUZ DWW TO— R V- T
1. OUTGOING MTA (GE) (oW T
1-1. 1 4/ OUT MTA O3k
50-80 {:/4F (i 25 3 FE D1 HHLIAAZ D 80% Al )
1-2. Z7¥A
OAcademia/FET T IT (B F)
MK, RFEIVO B LATUTKT L TET A1 A CHLUERL 3 F I,
OHIIRN (ALK - M+ B A2 &)
Academia (2D TKRE LA O -5 D I LIA S 200, 2 TIIKREDANSIT 220,
st
N EE R B OB AR, BER A LR RTAGAELHY, —Re, oA Y LT AR E R E
RIDHETE MTA TR, FA B A LU TARLEE,
ONAFAT 0L 7Y DIy
PUIR, DNA, 7 ZAIR AW il FZEREMW L
2. INCOMING MTA (ZZiF At IZ2\ T
2-1. 1 4E[# D INCOMING MTA D%
170-180 /48 (i % 3 FEDN-H) FHLAND] 85% A3Hiiin)
2-2. 538
Academia/FET I TIT ({23)
RN 2,
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N

ki

AR AU AN, R E 2R RSND T — AR LIXLIESHY,
OBHa~T U7 LV OFESE

BRI Bioproducts, £ DAL A Al bt 35 L OVE 3K b,

T VT AT 2N BUEH DU NIARY 2 —IZDUNT
RSB — LB L TOVD )
REFZELTOROFNRA] (B2t B ELTZRBRICHOWTORLE, B, BREER4e, Zatt, m
HIMPEREZRE) . SHIZAY =T RHNE, EFRYE @I AR T AL 72 81 Lo THUE,
. =7 U7V (OUT) DIFEIZ DN T
REOBREEH, KPR ASNILDIED~T VTV Thoiebid iR 278,
- xHio> 4 i
REAIHRHI S EUNZ DUV TREE ORI EE & | KPR 3 LU 728~ i,
L HBOHE T 0 —F p—]
MERSH,

- I TVT BRI ONT

. MTA O#ERIIHL TWDH0
UBMTA [(ZHEHLL 72 K& U CORERLZ A, ATREZRBRY outgoing, incoming && UBMTA X
Simple Letter Agreement Z#]f, £7= Incoming DA ITIRMEEE LV D Draft B3HAEEITFN&2fE
o MTA (ZOWTIEAFZEREIO A TA B TOMMIRIR L, AFE22 T 20 EH AN B
ZDOBLEINOTE % D legal FRIAZA AL TN,

A B EOSE OHIREILE DIITAT> T D
BUER A G R T D5 B E O ANA N A BT | 7272 LA BRI 432,

. MTA WD FEEH
FHMERIC 2 44\ D Corporate Contracts Officer,

B ERER (AT ) 1AM T > TOD
OTT ¥ M DERE . BI#FK 27 F A, UBMTA SLA % A58 4 138245 4 (Corporate Contracts
Officer),

- T VTNBEREK B O T2 DB E HIZ DN T
RIS (OUT MTA) ZHITIWT, iebim i Lo D FH, ISR B I AFTERE SR OFERIE TR~ D

D
1
EZDONT, AFZERE R DFE IO T
2

LR ANEKI (IN MTA) 22BN T b 70 D3R IH
BTTHLNR, RFIZES TEMMNCEHERDIIT T Iy 7= W R HEOHER, SHIT,
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TUT VA AT HR IR BE DO BN DOW T, ~ T VT VD EF (derivatives D) 72 &
DIREE DA T 2 1 R e AT 3 DT O I T B E D3 3O O VEESF OB S Do, -
AESRIA, HERLER L EECINOITEIN OSEiR E ORI DOGE T vy Ray 2\ b5 0385,

E. TARTGAL BAWTHLF OB\ T
HIAED US Academia DEIRIUPEBCRE 12OV TIE 1980 Bayh-Dole ACT DY SENRE Y7 A 8 &
TR o TCUNA,

@ T D1t
MTA IZ&> TR income ZfEfr$ 52 81%, D7a<Eb UMB IZE- TTE —FARE D TITRW,
SRS~ KBOMPAM FEET A2 AT BICHT-> IR T DS > TCORNETF =y 7T 5
728 ® Due Diligence ZFEMiL T D, ZAUIKRZEBIRE DXL T DN TF v —L VAL BB T
AN
U —F>— L /Platform technology T1 &L A2\ T, JRAIMIIZ exclusive ITEFSILRVY, BEICY
P =T — ) UZDOWTE, AFFEDIERL - FE R - AL A PR E L 22N EW O BLR DO SR RS I HUEL
T3,
MTA Legal S&IHIZ-OU T, Indemnification, #E#L%, Rep and Warranty ZRFEIZ DU NTIIM LR
K EBUR - NBUF O )7 $HZ o THE S TBVIE IEO RIS AIZR N ZENBARFESH D\ s
DRFZEOM TUIXUIRBEEZ2DZ LD SRIEN Deal Braker 7257 —AH,
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3. IF!)—XKZ (Emory University, Atlanta, GA)

@I E)—KRZEDEFEEFEHCDOLT
Emory KT T b7 ZHHALHICALE 327 74— MK, EZBEEO L (kA &
42 22,000 £ H, EFBIET 8,000 4% 5 D), 7RI HITIE Solvay US, Ry F v — {3
Athrogenics N HITHFRE THDHNN, I FESEL O B TR,
FEIZ Emory K7L, HL HIV FEO B 7T NV EIEDIEHEILL L TE 472 nucleoside reverse
transcriptase PH5E#] lamivudine (GSK/Shire) } TY emitricitabine (Gilead) DA 3E NEFETHZET
EZp
2005 AL AIDO—HFETA B AT L VT, Emory K14, Gilead £V 540 million$ o> — 4% 76
LTz, 1E- T, EFRMBEEDEMBIAICH RER ANBEENNTND, P FFEITRIIC Technology
Transfer Office |21 17 4 DAX Y7 EHFLTEY, WMTA 7 aA2id 3 ANEREL TD (il
MESH),
Emory K713, o KEDKF-EFRTL, SIMFFEE 4D K- (T0%) Z# IR AFL TRY, MTA
ZIILDETHEFEIATIBN T NIH AARTAUNfE- TS,
PINNERZETIIARN8 | 128 2R B R WO THTEICERLT 22 L2 B S IR E Y, “2
Tl negociable THA” L) D M Emory X% OTT (Office of Technology Transfer) D h—,

OELEBEMEBIHEICHT HEE
A, =T U7 VAR DWW T O — xRV E R
1. OUTGOING MTA GEJ) 12T
1-1. 1 4R OUT MTA D%k
2004 = 74 {4, 2005 4F 134 {4, 2006 4= 101 {4,
1-2. 5348
OAcademia/FET AT IT (%)
2006 4F; 101 fRrfr FET I TIT 4 1,
OHIRN (ALK R - B A2 &)
2006 45 dEK 65% . BRIN 27%., 7T 8%,
%
HEAE A, A - U ER B A ERE T 57— 2BV,
GHEZEITTA B A EL TR 57 — AN KF)
2. INCOMING MTA (217 A (DWW T
2-1. 1 4E[# INCOMING MTA D%
2004 4F 217 {1, 2005 4 288 f, 2006 4= 240 {4,
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2-2. /%A
OAcademia/FET T IT (B F)
Academia 199 1, FE7 1737 42 {4,
O HIIRN (ALK - B+ B A2 &)
2006 4; LK 87% . KM 8%, 7T 3%,

B.~7 V7 B DI HEH DU NIRY > —I2onT

1. UL LI — 2L TOVDD
YES, Emory University’s Intellectual Property Policy {Z#£#L9-% Emory University’s Outgoing
MTA Template 72&,

5. %7 U7 /L (OUT) DY & IZ-OVT
KA

6. x5 Ed
(FAEBL AT DWW TIX Emory University’s Intellectual Property Policy. Distribution of
Cumulative Net Revenue THIE)

7. BHLBT0—F v —h
WATRIKZ I IN, OUT EHRH2340 3 H HAREE, —EMEIEZ L E LT D58 Th 17 HIREA
PIALEEHAH

C.~TUT NVBHREAIINZDONT
1. MTA OORIEITAL T D0
A, Emory University’s Outgoing MTA Template,
3. MTA RO BT
Technology Transfer Office (17 44) @ MTA section (3 4 ) A3 24,
6. TRIERER (DA ) IFHED T2 OB
2B, FAF—IZ 2O T, outgoing (IZ DWW TIX UBMTA IZSERITHEI GG i - FR O BEH L
D, FHLIAMEIZ IN IZOWTEILT OTT O EEH,

D. T V7 NI SO R LR D WA AT HOWNT

RUHZBWT FRLDHEA DG b /R0
KFAEFEED MTA IZ DWW TR, thRFEL B T Incoming MTA IZEH RO T 1EEINTHD,
WFFED B R EWOAIE DOIEDNTE , Z 0 Material (2 S<HIZER TR %Z Emoly KZEDERELL T
MR T DLV HEIN DB RO TEHERTZD,
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@ T D1t
Emory K&, 5 HISICEIEBIED Technology Transfer JEEIZ RS-0 /L0 D A
BERTH 1B ANVTODD, Pa—T T I EWI B S HF L H 0 Tl WA OF
FRAZH S5 AL TN D,
FRIRAFFEEA AT LS — A DRI S BT 7ED 1 DELTHE N ATEW TR, ERFHEEL
C POC/Proof of Principle @ finding 7380, KR EILA T —=0 72— L TS,
ZNHORFEEL T, Emory KFEFVT AR ALIALAE M OWN, BIE Pl Mz 2508 1, PlI B
BEZHDH DN 4, SHIT PLERFEIZ 4, Pre=C 23 6, U—R{LEWDEEFEDL DN 6 L7po>TND,
K512 Emory RKEEBIFRE ML L7= Athrogenics #~T A2 AL BB IREE LA AGI1067 (X, PIII
BEpEICI D78, 2006 4F AstraZeneca (2T A ASIUEKAD — & DIEFITRRTh L=,
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4. 7)Y JF K= (The University of Arizona, Tucson)

@7 )JFTRED EFEETEIZDOINT
Arizona K13, Tucson (23 v /X AZRFOM LK, 7V FMLEL T, #iZ Northern Arizona
K=, Arizona state (7 ==y 7 A) B3HDHM, Arizona KEFERNEHEGHE RN HV, R 2R A |
DNCEFELZD, BEREZBIOFEH TH T, 2K THUAROL~LZhHHEHAL TS,
WFFEEITA 550mil$, NAMBED DT AFVE B A 400mil$, 1/3 23 NIH X0, ZAUTk<on
NASA JYW D& 4,
Technology Office NFRNL.ENT=DIZL, 2001 FELELEZATHT LAY, KFEL CIIAHER 2 B S A 123K
LTVt
TT office (X FTE #7104 IN Bound 124 & OUT Bound 1241253741 C43Y., Dr. Jones i% IN Bound
P (AR 2 R) |

OELEMEBHEICKNTHEE
A =T UT IVH AR BUZ DWW T O — A B
1. OUTGOING MTA (GEE) (22T
1-1. 1 £ ® OUT MTA OfE#K
2004 £F 46 {4, 2005 4 43 {4, 2006 4 45 £ (2000 4 9 ),
1-2. 77¥A
Academia/FET I TIT (422)
THTIT  ETHTIT 50% :50%;
OHIRN (ALK - M - B A2 &)

50% LA _EAM Rk,
XMl
*xt Academia [T HEME 23 I, cf 23R EE RS DR,

2. INCOMING MTA (37 AR 122\ T
2-1. 1 4ER 9 INCOMING MTA D%
# 95 1,
2-2. 38
OAcademia/IET AT IT (4i23)
BRIREBR T 7L (RR U A BESED) 2 DS R FE LD D3 2,
iR (LA BRI - H AT E)
50% LA a3 bk,
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T IT VT DR BUEHHTARY & — 2O T

- xHifio> 53 Fid

KB DB AT I DN TIE MTA DA WFFEE~ 50% £1-2T7 A B AR ~BIT LTSl TE R g %
B\ 7= NET REVENUE @ 15%725 OTT, 85% 25324,

- RTUTNABESFNZONT

. MTA O#ERIIAL TWDH0

Simple Letter Agreement, Material Transfer Agreement, University of Arizona Material Transfer
Agreement (Non-Biological) , University of Arizona @ 3 ¥8%,

- MTA ZHOEEH

OTT Group

C BRIERE (AT )1 FFEDM T o TV D7

YA F—1L OUT BELVIN &b OTT DFAT4 | Read and Understood DA FETATH 2312,

- I T VT NBHERKI W O R L7228 W B IZDOUWNT

- REEZK) (OUT MTA) ZZWHIZ BV Tieh i AR L7 D I

W HIHIZOWTUIMN IR FTHDHD , BT FHH, HEPEREIZHONTORLW KIS DA,
ZRLISMIRE R S 2 500 . RERREE T2V, ZAUTEZFERRES UBMTA OAFFE - WA Z
FILTEY, 7> OUT Bound {IZOW I —F AL—F R LN F-6 Ml >\ Cidl 3 —
F HHNZOW T30 — 2 TH FEE LUSMIE R LN ZENDZIUTE ORFRIAY S5 I3 EK
SR,

BT AN (IN MTA) A2 BV Tieb i iR L 72 D FHIH

IN Bound MTA @ 20%3ID 720K 51K —AE72%  ZHUFIN U F ¥ —AREREND)—F 2L
— BEFHICOWTHARRERAINDZENR LD,
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5. UCSF (University of California,San Francsco. CA)

QUCSF FEFEEFEFHICDOINT
UCSF (%, EFEPEARDORFTFTABARLAZ — 7 v 7 THRICAE 4,
2005 DT AL AULAILS$28,543,000, Z=DHH B BUFRD 752 (1979 (2 Apply) #3$16,434,000,
150 HEOFTHIFE 2 HE, A% —FT > 3 1,
OTT G FY 7T v AafiNIz, 6 FFRICA 74 A% T (ENETIIN—T L AIZEF L T)
4N, 6005842415,
UCSF OTT G 1% IN BOUND MTA/OUT BOUND MTA #0495 G 245 TRV, ZHEh 2-3
2 HEEH,

OFEMEFEICI HEE
A. =T IT NV RBLUZ DN TO— Y- R
1. OUTGOING MTA GEJ) 12T
1-1. 1 #£f® OUT MTA D18
TLHIEE TR total 1,000 FRFREE,
1-2. 5348
OAcademia/IET AT IT (4i23)
20% FRE DS For Profit (23) ~DH% > 7 WARHET, 100-200 77— A /4,
st
MTA (ZE0IBEENTOD T TV HIiIIZ DU CTid Academia, non—Academia %7 8 HEME D LI
VERISEE L (f51] 2 1R AR C 2002508 /tissue FEJE), ZAUIE Research OHERAEESEH L
9 UCSF DA POLICY IZES<HDTHY | KFPIZE - TI MTA % income DA S8 FBEL T
HEZALBD,
ORAFT 0 7Y DL ONT
Human H13RD Y7710 MTA 1ZE NIE RO E L OBGETT RERR DL BT v —
7" CHeH, Human tissue 9% human embryotic cell 248 572 WFZEIZ- DUV CIIEERBURF DD EE L
W SDT20 T L OBENREIZOWTH B LWVE BRAAT > CVD, U Bush BHED[H]
(ESTADEEYaYts VAN AN
2. INCOMING MTA (51} A4L) 122 T
2-1. 1 4£ [ INCOMING MTA Ok
Human H12ROH D% & A 450-500 D MTA % ffif,
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2-2. 3
OAcademia/FET 7T (23)
Academia & non—Academia ®D kLR 1% 50 : 50,
OHutk
HUIBHILZIE 75 % 230K,
%t
SHHHZ DN T, BEEDHD TR N ROFEE TOTRMEZ KD LD UCSE DJFEAL
OBlr~TUT VORI
75% 73 Bioproducts. 25% 7Y Chemicals,

T IT BT DO NBUEHDNTRY S — 2O T

AL LTV — LB L TUOABMN

4. UCSF OTT Sample Outgoing MTAs,

.7 U7 (OUT) DIFBIZHONT

RFZBOBEZHE D, KFIEASNIZbDILED~TUT LT b IS IR &,

S iiTakay Tt

MTABHDVNIT AL A OB WL OTT OfFRE A YEBRLUT=# . 35% 723 Researcher,
25% MR FIAHEL L 40% 3 FHIC B Sy S,

L HBAFE T o —F p—]

BIERS M,

. 2T UT VBRI OV T

1. MTA OORIZIZAH L TS0

A.UCSF OTT Sample Outgoing MTAs X51Z outgoing, incoming &% UBMTA XY Simple

Letter Agreement Z%I|

. AE A B EOS A OXHIREILE DIDIAT->TDH)

MTAIZ IR EEE TO DY 7L RHlZ DV Tl Academia, non—Academia 1 @ ME(E S LI LE

RIGEH TR (B 2 I THEAIAE T 200-2508 /tissue FEHE), ZAU Research DOMEERAZEIEIELHENY

UCSF OHA POLICY IZES<HDTHY , K7L TIT MTA % income DA IR FEEL TS

LZALBD,

. MTA WD FEEH

OUTGOING; #E% MTA % AT non—profit figg I Z#EMES D5 G 1L OTT Z#8 H1H 7" Researcher
\Z—AT:, For Profit ~OH 7 VARMETIX, OTT 3458 W - I ZH 725,

INCOMING; incoming MTA (22U TIE3 =T OTT A34H4 35,
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4. FHIFRER (AT =) IXFED T TNDD
Incoming MTA (ZDWTDHAF—(T OTT FEFEH T Researcher b witness £L THA %179,

D. =T UT VBRI ZZ D L 72D W H B 2OV T

1. EJEZA) (OUT MTA) TR W TRh i L 78 D I
OUT GOING DHFA ., 3rd Party OHERIAHE A TOBEAIE, FIZED conflict L7257 —AbhDHTE
Db, MTA Zfl ST EEIZE OMERIBIRAF AL T D, 205572356 NIH 1252 UBMTA 73
PP LA TR D7 — AN, — A TR S 2557200,

2. ZIF ALK (IN MTA) ZZHRZB W Tieb iR &7 D H1H
ISAR—=/WEEDBAFR T Material 2 HWEWFZERCFIT-DUWNT Ownership 22 RSN —AD30 5
SR ASAT I EBAOEE) . AU DINCIEESE I DT N BT 4E T,
F7-. legal SLTADMA confidentiality, Rep and Warranty, g . ¥ERER LT DWW THBFE DL
T AN =T WHIEIZ L DI E Z A I ESF 2 E R H D720 LIEUIEAR W (Rpicigsh o2
KEFLLEDOEA) TRIBEERVIFIC, Dead Lock &5\ \E Deal Braker £72095%,
%7~ confidentiality clause (22N TITHL T AL =T M 1EEDOIEERABFAIE O K AES 725,

E. TARTA L &HNIHIHI DI DONT

HIVE ST TEZET DOV, gene therapy EDOBEMNS CBD (AW ZARIESK) IZ OV TIE, K
R DT N —T % T DA — T R RFETRBEERD (Wb K ENI R THDHN),
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6. AR T+ —K K= (Stanford Univ.. Palo Alto, CA)

@R TH—FRFEFEEFEHCDOLT
YT TV AR Palo Alto (T v/ RAZ BT DFASL K, /A A 538 Tid Cohen #Hf% G
DBIR A HZ DFEARFF AL QNI ETEA,
Btz G 1% 1970 ARICERNLEI, 30 FEORER A AL TS, BIFEABD 29 4| 205N
Industrial Contract G |[ZFT /&, Research Agreement, MTA 72E %49, MTA 1% 4 4 TRLEE§ 5,
800million§ DAFFEE; D H K- (95%) DIHA BN HD 2T AFVE 4 TYUIRNIH REDHARZ
AT BSFLIRT UL G720,
1 47T 650 £ Research Agreement % OTL [Zfififk, £ DOWNFUL
»  Sponsored Research Agreement 150 4
» Consortium Agreement 50 14
> 0% collaboration (f A.MEME DI AFFEEA) 30 1

OREBERIFBIE T HEE
A. 1 45D OUTGOING/INCOMING MTA D435k
MTA 450 {4,

B. 7 VT MZBIT 2B BEDHDWIRY L — DN TR C.ov T U T AR SN T
Research Policy/ 4 FHEFIMERZ DT
Web Site T2 (Stanford K%, INDUSTRIAL CONTRACT OFFICE)
YA T —/HEREIERRIZ DN T
KFBHDHUNIAEZED Research Purpose TRF-DMTAMNZEDFEEZ T ANBILEGE T, Researcher
HHIZER TV,

D. T V7 NBHRKI SO R LR D W B IZ OV T
MTA (22Tl incoming, outgoing &% [REITAF ~ HHELL TD,
MTA OUT going DA . #ifk7s Research Purpose (ZBROAV, SO FEERFIRE R T 25E
IT7 A ARK TR 5,
Incoming/Industry 286> &b 1EE #F09 47 — AT human tissue TdHDHDMNRUND ), Biosafety
(embryo stem cell) . 512 funding BEHI72 > TNBEDD FTLSZIT ANDL DI DWW CHIZE B S Bl
FED2NDD, SHIZHEANFTRE TRV DMNE IR E T TF =T %,
FOMOZEHEEEL T, FHHAIH O IP right. confidentiality +E 77 (1 #2 BE o J5LAI) |
Publication DfEfR, ST DFER/RE
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@Dt
J—F 2L —_ License (exclusive/non—exclusive) 72 E1Z- 2 NTIX NIH HART A NZHE9,
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7. TR KE (University of Washington, Seattle, WA)

OU UM RFEFERLFHICONT
TV bR, v A7ay T b R — A 7 A bR & U T JeE R P 3 03 8ed CIE F 72 TE B &
BBIL TWD . T MVHLE D LA 72 MISI R, S AAPEFED /B Thiilr Lilly #HIZK2EIX
IMRTESIVIZ Teos H7R LT <O TEEIZRHL TV,
7w h K5 OTT (Office of Technology Transfer) ¥ F31340 50 44 00 A\ B THAL, MTA IZ2W Tl
440 FTE 34, Wb 5 410 FORERE AL T D GBS .
2006 FED FEREIL,

> JEHEE 310 fF
#EkE L7= Commercialization Agreement 153 &
> US FraFHhifs 151 {4
> i L7Z MTA 600 14
> i L7Z CDA 171 1
»  Start Up Companies 10 4
O HMFEICHT HEZE

A, =T UT VR BLUZ DN TO— R R
1. OUTGOING MTA (GEE) [Z2W\ T
1-1. 1 4ERD OUT MTA D%
FEH] 298 14 (2006 4F),
1-2. 77¥A
Academia/FET BT IT (AE3)
Non-Profit (Academia) 282 f1:, For—Profit (1=3) 16 1,
O
%f Academia | X HEE
*f{FE OUTGOING Research tool {22V T, Upfront & Annual Maintenance Fee & #3K,
ORAFAT 0 7Y DL ONT
27V —= 7 B D FEBR~ 7 22 HOW T IR 3K T e x i,
OfffbEECIcE 5K
Non-Profit *F-¥J 33 H . For-Profit ¥ 77 H,
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2. INCOMING MTA (32} AfL) (29T
2-1. 1 4 INCOMING MTA Ok
£EfH] 300 14 (2006 £F),
2-2. /%A
OAcademia/FET T IT (B F)
Non—Profit (Academia) 251 {4, For-Profit ({23£) 49 {4,
OfffEECIcET 5K
Non-Profit *-¥J 29 H | For-Profit *¥J 65 H,

B. =7 U7 UZE$ DR EEH D NIRY > —I220 T
1. FAELIZ Ly — a2/ LD
£ , University of Washington Administrative Statements, University of Washington Handbook,
Washington State Public Records
2. %7 U7V (OUT) DY & IZONT
HERL B O TOIITRFE)F R,
3. K> 5Bl
OTT #&# 20 %4555,
FEHFE 1/3, 7555 1/3. Research Fund 1/3,
MTA Fee SEUEE DB DGE | 20% etk 2t & MIT 7R IE T,
4. FHLE T —F ¥ —h
OUTGOING, INCOMING 5lI5RZ: 4,

C. ¥ TUT NIRRT HDONT

1. MTA OHERUIAHAL THDH
A, Washinton K2 template, &5(Z UBMTA, Simple Letter Agreement Zffi ffl (&£ 10%) , B
. FEBREMWIC OV TR A,

3. MTA 22O ELH
OTT #EFY MTA F— A,

D. T U7 VBRI AW Ofa 72D W B IOV T
1. RS (OUT MTA) RIBIZBWT, ficbamm b/ b H
OUT GOING D34 Material 2 3rd Party OMHEFIAE TR0, EENTODEAIT UW
OTT 23 transfer OFF A] 2455 A P,
KB H ORI ob DO THOT A £ AR LBIfREE 1, Standard Form TR
%f For—Profits (23) IZ 2T, U7V BRI UW ORFFEE 2L COHL DO THDHZ EDSHITE,
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LR OB IZOWCHEEITHG &2
» ~TUTILOERBER. ~T U7 LOFEJE, Funding Source. Publication
> ZOXTVT NPT A B ARSI TOZRWINEI D
2. ZIFANTKI (IN MTA) 28IV Tieb i 78 D FHIH
%f non-profits {2V TIEl AW T E/ INRIZEE B DM, T At RE: - AFKHTD Review 7221C
OUNTOFEF A HE INE ),
KR FET OV T, AW IR CTEMED DR, 705wk L,
> WREORROPFIRERLE~T VT V%NS %O E DR

> WHREDIINOT 1Y = NMebal E T DR ONE RN E #
> ARV —F Z—HEDEIR
> AR E S DITRE SR RRK DR Tl DfaR
> YT UTNVOERPILHELVBEICH O R EORIED B FINIHE
> WFSERCR A T R 5 R PR D B R
> TABUAHEOHIFICTLY Bay-Dohle #2503 NIH e~ ik
> [Effi~T VT N OBERDH| R
> FEHFHEOM A conflict
&<IZ DEAL BRAKER 722 51K
> RBRBIOWFIERE DO AR A~DIEITL~DHHI R
> HREASDOY—F 2L —HED EiR
> ~TUTIVDOEFZRDILK
> UW 7 —ZBIOMNFE~OREG 727 78
> B2 Liability
@ T Dt

MTA DR S IFEMREIZ T A o 23K - L [FIRF 2272 S IR %
MTA X Industry ERZLORAIORT | —E OREHERED T O IXHFFEEFNRBATSE DD H Y,
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Synopsis of MTA INTERVIEW FORM

January 2007, NAIST
A. General questions on Material Transfers at your institution

1  Outgoing MTAs

i) Total number of MTAs per year
11) Classification

- To Which; Academic / Industry

-North America/Europe/Japan/Third World

- Cost; no cost/appropriate fees (upfront/running royalty)

- Materials;Bio Product/Chemicals/Others

-Bio Product; Microorganism/Cultured Cells/Experimental
Animals/Experimental Plants, Antibody/Gene

2 Incoming MTAs

1) Total number of MTAs per year
ii) Classification

- From Which; Academic / Industry

-North America/Europe/Japan/Third World

- Cost; no cost/appropriate fees(upfront/running royalty)

- Materials; Bio Product/Chemicals/Others

-Bio Product; Microorganism/Cultured Cells/Experimental
Animals/Experimental Plants, Antibody/Gene

B. Questions on Rules for Handling Material Transfers
1. Do you have written rules or policies for handling Material Transfers?
2 Who owns the outgoing Materials? (e.g., Institution, Department
or Laboratory, Researcher, Recipient)?

3 Income Distribution policy (University/Laboratory/Researcher)

4 Flow Chart of MTA processing
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C Questions on MTA
1. Do you have model MTA documents?

2. How do you make decisions regarding fees for MTAs?
3. Who is the main person negotiating MTAs?
4. Who has signature authority for MTAs?

D Questions on MTA Negotiation
1. Which are the most serious issues for Outgoing MTAs?
Handling New Intellectual Property created by using the Material
Quality Control of the Material itself
Royalties/Fees
Definition of Research Purpose
Disclosure of the Research Results to your Institution’s researcher
Publication of Research Results
Confidentiality
Modification of materials (progeny, duplicates, derivatives, etc.)
Ability of your Institution to use New Intellectual Property or
Modifications
US Government Rights
Grants of License
Warranties
. Indemnification and other legal issues

Other

N

B R

2. Which are the most serious issues for Incoming MTAs

Handling New Intellectual Property created by using the Material.
Royalties/Fees

US Government Rights

Definition of Materials

Ownership

Grants of License

Conflicts with existing agreements

Academic Freedom/Publication Rights

Confidentiality

Warranties

Indemnification and other legal issues

Other

SRR e e o

E. Questions on the practical outcome of various Guidelines and
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Regulations

SN o o

Bayh-Dole ACT

NIH guidelines

Cartagena Protocol of Biosafety

CBD (Convention on Biological Diversity)
Local Regulations

Other
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MATERIAL TRANSFER AGREEMENT (MTA) QUESTIONNAIRE
REQUEST FOR OUTGOING MATERIALS
UNIVERSITY OF MARYLAND, BALTIMORE (UM)
OFFICE OF RESEARCH AND DEVELOPMENT (ORD)

This form can be downloaded from http://www.ord.umaryland.edu

Please fully complete and sign this form and e-mail or fax to the Office of Research and
Development (see details below). You MUST complete this form for us to process your

MTA.

1. Your name and title (name of faculty"
member and title):

Department:

Phone:

Fax:

Email:

2. Provide the name, title, phone and fax
number and address of the scientist at
the institution that has requested the
Material (“Requestor”). If you also have
contact information for the institution
administrator who deals with technology
transfer, that will expedite processing.
Scientist Name and Title:

Phone and Fax Number:

Institution and Address:

Administrator Name and Title:

Phone and Fax Number:

3. What is the type and amount of
material requested from you
(“Material™)?

88

4. Describe the proposed use of the
Material by the Requestor (you may
attach a copy of the request).

4a. Does the Requestor intend to use the
material outside his/her institution?
Yes No

4b. Will the Requestor be combining the
materials with other materials?
Yes No

4c. What is the funding source for the
Requestor’s project?

__Federal _ Other non-profit __ Corporate

5. Is the Material related to an invention
that has been or will be disclosed to
ORD?

Yes No

6. Is the Material available commercially
or through any other source such as a
research reagent bank or depository
(such as the ATCC, Hybridoma Bank,
etc.)?

Yes No

7. Have you already provided the
Material to the Requestor?
Yes No




8. Do you have a consulting relationship
with the Requestor?
Yes No

9. Do you have any role in the
Requestor’s research?

Yes No
10. Has the material been the subject of
publication?

Yes No

If so, please describe:

11. Was the Material:
a. Obtained under a Material Transfer
Agreement or any other form of

agreement?
Yes No

b. Created using other biological
material obtained under a Material
Transfer Agreement or any other form of
agreement (such as the DuPont cre-lox
transgenic mouse technology)? If so,
please attach a copy of the Agreement.
Yes No

c. Created in conjunction with non-UMB

personnel?
Yes No

d. Created as part of a research project
for which you received External
Support?

Yes No

If yes to any of the above, attach
Agreement, identify non-UMB
personnel, and/or External Support:

12. Is the material a unique animal
model?

Yes - No
If so, please describe:

13. Is the material a novel, unique

method, material, process, idea,

technology, compound, research tool,

screening device, therapy or diagnostic?
Yes No

If so, please describe:

14. Would you like the Requestor to
reimburse the costs of providing the
Material?

Yes No

I certify that all information provided is accurate.

Signature

Date

Please fax the completed, signed form and attachments to ORD at 706-6630 or E-mail to
Nancy Cowger, Ph.D. (Corporate Contracts Officer) at ncowg001@umaryland.edu
or Carol Foreman (Contract & Grant Associate) at cfore002@umaryland.edu




MATERIAL TRANSFER AGREEMENT (MTA) QUESTIONNAIRE
REQUEST FOR INCOMING MATERIALS
UNIVERSITY OF MARYLAND, BALTIMORE (UM)
OFFICE OF RESEARCH AND DEVELOPMENT (ORD)

This form can be downloaded from http://www.ord.umaryland.edu

Please fully complete and sign this form after thoroughly reading your MTA and e-mail
or fax to the Office of Research and Development (see details below). You MUST

complete this form for us to process your MTA.

1. Principal Investigator requesting Materials:

Name:

Title:
Department:
Phone:
Email:

Fax:

2. Provider of Material

a. Describe Provider Organization:
Non-profit/University
Commercial Entity

b. Name and Address of Provider Organization:

c. Contact person & phone# or e-mail address:

3. Type of Material (please define if necessary)

4. Proposed Use of Material.

a. Explain how you will use the Material (you
may attach a scope of work). Identify if used for
pre-clinical data or research tool and highlight
the part relating to the use of the Material:

b. Does the use of the Material involve
animals/ human subjects? Please
attach IRB or IACUC approval document(s).

b. Is a unique animal model involved?
Yes No
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If so, please describe, including who developed
the unique model (UM or other):

d. Does the scope of work involve other UM
employees or Graduate Students? If yes, please
identify:

Yes No

e. Will the Material be used by collaborators
outside of UM? If yes, please identify:
Yes No

f. Does the research involve hazardous
substances? If yes, please identify:
Yes No

5. Is the material encumbered by patent(s) or
license(s) of which you are aware? Please
explain:

Yes No

6. Is the Material available commercially or
through any other source such as a Research
Reagent Bank or Depository (such as the ATCC,
Hybridoma Bank, etc.)

Yes No

7. Do you have the material in your possession?
Yes No

8. Do you have a consulting relationship with
the provider of the material?
Yes No

9. Corporate/Industrial Support
a. Do you receive industrial support for any
portion of your salary or the salary of



individuals working under your supervision on
the project in which the Materials will be used?
Yes No

b. Do you receive industrial support for the
research project in which materials will be used?
Yes No

c. Do you receive industrial support for purchase
of supplies, reagents, animals, tissues or cells .
which will be used in the research project for
which materials are being requested?

Yes No

If “yes” to any of the above, please explain
briefly:

If “yes” to any of the above, has the project been
routed?

10. Will the provider participate in the research?
Yes No

11. Funding for the project in which the
Materials will be used:

a. Please list the sponsor(s) (for-profit,
Foundations, Federal etc.), title of research
project(s) and, if appropriate grant number(s) of
the on-going sponsored research project(s) in
which material will be used.

b. Are you using material to generate
preliminary data for support of a grant
application? If so, identify the granting agency
and the deadline.

Yes No

12. Will the material be used in conjunction with
any other material(s) or used in experiments
involving other materials obtained from a third
party under another agreement (e.g., license,
Sponsored Research, MTA)?

91

Yes No

a. If yes, please identify the other material(s) and
where it/they come from:

b. If yes, were there any Agreement, Statement
of Investigator Form, letter of intent or
correspondence of any kind between you and the
provider of the Other Material(s)?

Yes No
If yes, and you have not already provided a copy
to ORD, kindly do so now.

13a. Will the Material be used in conjunction
with any other materials developed at UM?
Yes No

13b. Is the UM material subject of a disclosure
to Tech Com., license, patent application, or
discussion with Tech Com? If so, please provide
further information and identify UM
employee(s) who created the material.

Yes No

14. Does the research involve any material or
method of value or potential value that you have
developed? If yes, please describe and list
relevant patents or invention disclosures.

Yes No

15. Do you anticipate that novel, unique
methods, materials, processes, ideas,
technologies compounds, research tools,
screening devices, therapies or diagnostics will
be developed from the use of the Material? If
so, please describe:

Yes No




Please be aware that there may be terms and conditions in the Material Transfer Agreement which may (i)
preclude your use of the Materials in research sponsored by third parties, or (ii) prevent you from
obtaining Materials in the future from third parties whose policies do not allow distribution of biological
materials to investigators whose rights to commercialized technology may be limited by pre-existing
obligations. DO NOT RELEASE MATERIAL TO A THIRD PARTY (INLCUDING UM PERSONNEL)
WITHOUT THE WRITTEN PERMISSION OF THE PROVIDER.

I certify that all information provided is accurate

Signature Date

Please fax the completed, signed form and attachments to ORD at 706-6630 or E-mail to

Nancy Cowger, Ph.D. (Corporate Contracts Officer) at ncowg001@umaryland.edu
or Carol Foreman (Contract & Grant Associate) at ¢cfore002@umaryland.edu
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MATERIAL TRANSFER AGREEMENTS -
OUTGOING MATERIALS

Pl receives request for materials
Pl sends ORD a completed
questionnaire

ORD reviews questionnaire
and any invention disclosure,
license agreement or
research agreement related to Pl may be contacted if more
requested material information is needed

v

(ORD prepares appropriate
agreement within 10
business days after receipt
of required documents

- # Pl signs agreement

-
ORD signs and sends
agreement to requestor

v

ORD negotiates terms of agreement if
requestor desires changes to UMB

agreement

N—

When agreement has been hi f
signed by requestor and UMB : Pl arranges for shipment o
. 2. ' materials to requestor
Pl is notified .
ORD = Office of Research and Development ORD actions = D
IRB = Institutional Review Board Pl actions =

Office of Research and Development
www.ord.umaryland.edu
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MATERIAL TRANSFER AGREEMENTS - INCOMING MATERIALS

Material requested by PI

I

Provider sends agreement to Pl

v

Pl sends agreement and

. completed, signed questionnaire
ORD reviews agreement, to ORD. Pl sends IACUC
questionnaire and funding approval documentation, if

source information applicable.

L ORD may request meeting

N with Pl to discuss use of
ORD notme's Pl Of_ any materials or funding source
agreement issues; requests for research with materials

additional information if needed

v

ORD 9°."ta°ts .Pr_o vider to _initiate ORD advises PI of status at
negotiations within 10 business days least every 10 business

after receipt of required information days
and documents

!

[Aﬁer finalization of terms, agreement is i I Pl signature may be needed

signed by ORD for UMB

When agreement has been signed P1 contacts Provider to
by UMB and Provider, a copy is sent arrange for shipment of
to PI materials

ORD = Office of Research and Development ORD actions = D
Pl actions =

Office of Research and Development
www.ord.umaryland.edu
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SEND COMPLETED FORM TO: INDUSTRIAL CONTRACTS OFFICE. Phone: 3-0651; Fax: 5-7295

1705 El Camino Real, Palo Alto CA 94306--1106, m/s 1850
MATERIAL TRANSFER AGREEMENT (MTA) ROUTING FORM

Admin. Dept.: PI: Phone: Email:
Co-PI: Phone: Email:
Admin; Phone: Email:
Provider Name & Address: Project Title:

Name/Description of the Material:

Provider Contact (Name, Phone, Fax, Email)

Remarks/Special Instructions

YES | NO §

Note: Protocols and special approvals should be

[ 1s the Material to be used in living persons? If YES, research is not permitted under MTAs.

Conditions Requiring Special Consideration

Is the Material obtained from a living person? If YES, please (1) attach a copy of your IRB approval letter and (2)
provide a copy of the Provider’s IRB approval letter to Stanford’s IRB Office.

Is the Material a live vertebrate animal?** If YES, please provide A-PLAC protocol # **You must submit
a completed SU-45 to the Research Animal Facility administrative office.

Is the Material to be used in a live vertebrate animal? If YES, please provide A-PLAC protocol #

Is the Material a radiological hazard? If YES, please provide CRA#/SMN#

Is the Material rDNA?

Is the Material infectious or biohazardous?

If the answer to either of the previous two questions is YES, do you need approval from the Biosafety Panel (APB)?
If YES, please provide your APB project #

Does the research involve human embryonic or fetal stem cells and/or embryo research? (If yes, complete and attach
Stem Cell Tracking Form.)

Have all participating researchers who are currently identified, including postdocs, students and visiting scholars,
signed Stanford’s Patent and Copyright Agreement form (SU-18 or SU-18A)?

Do any of the involved Stanford researchers have a financial relationship with the Provider such as consulting, serving
on an Advisory Board or Board of Directors, or ownership of stock or stock options? If yes, describe the relationship
on a separate sheet.

Do any of the involved researchers receive gift funds from Provider?

Will you be modifying the Material? If so, how?

Specify the funding source(s) for the research project (check all that apply):
QO Industry sponsor name(s):

O Federal contract(s) or grant(s): sponsor name(s)

0O Nonprofit grant: grantor name(s):

Q  Gift funds giver name(s):

Q  Other

Please provide the sponsored project number(s):

Will the Material be used in conjunction with other Materials from commercial parties?
If so, what are these other Materials and who provided them? Were Material Transfer Agreements signed for these
other Materials?

Is the Material commerciaily available for purchase?

P1 Certification
[ certify that the information I have provided about this project is accurate. Furthermore, I certify that I will direct this project in

compliance wi

th Stanford University policies, with the terms and conditions of Stanford’s agreement with the provider and with all

applicable laws and regulations and will uphold the responsibilities of Plship.

Signature:

Date:

As required, ICO will cc: Lance Phillips -- EH&S (Radiation Safety), Ellyn Segal -- EH&S (Biosafety), Alice Haskett --
Research Compliance (Human Subjects/Medical), Valerie Fratus -- Research Compliance (Animal Subjects)

ICO 4/10/06
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I. BACKGROUND: BAYH-DOLE AND THE RISE OF MTAs

Before Bayh-Dole. After World War II, the United States federal government
significantly increased support for research and development (“R&D”) in the areas of the
military and in human and health services; both governmental agencies and non-governmental
contractors (including universities) received R&D funding to support various projects.'
Today the U.S. spends more on non-military R&D ($23.3 billion in fiscal year 2002) than any
other country in the world.> In the mid-1900s, however, the U.S. government did not have a
unified policy on how to handle the inventions that arose from the R&D work that it funded.
Instead, each of twenty-six government agencies had its own individual patent and licensing
policy. If a company wanted to develop a government-funded invention it first had to
determine which of the twenty-six policies covered that invention. This bureaucratic hurdle
discouraged companies from using government-funded inventions.

In the 1960s the U.S. Congress, aware of the problem and wanting U.S. industry to
successfully compete with foreign companies, began to work toward making it easier for
companies to license government-funded inventions. Policies were developed that allowed
each government agency that funded R&D to own any inventions resulting from that R&D,
and to make those inventions available for commercialization through non-exclusive licenses;
the research group (funded by the agency) that actually made the invention retained a non-
exclusive royalty-free (“NERF”) license to use the invention. Pressured by universities to do
more, Health and Human Services and the National Science Foundation eventually entered
into the Institutional Patent Agreements, which allowed universities that had approved patent
policies to own inventions arising from government-sponsored research. Even with that
improvement, before passage of the Bayh-Dole Act only about five percent of some thirty
thousand government patents were licensed to for-profit entities.

The Bayh-Dole Act. In 1980 Congress passed Public Law No. 96-517, (35 U.S.C. §§
200-212, 37 CFR 401.1-.14) more commonly known as the “Bayh-Dole Act” or just “Bayh-
Dole” (after the two sponsors of the law, Senators Birch Bayh and Robert Dole).” The law
was an effort by Congress to reverse the low rate at which federally-funded inventions were
then being commercialized, and to promote interaction and cooperation between universities
and commercial entities for the development of those inventions into products. It provides the
framework for “technology transfer”, that is, the transfer (usually through licensing or some
other form of distribution) of technology (inventions and discoveries arising from
government-funded research) from universities to for-profit companies, with the companies
then developing the inventions into commercial products. Simply put, Bayh-Dole was
envisioned as the mechanism by which government-sponsored research, paid for by taxes,
would result in products that would benefit the taxpayers.

The most important aspect of the law is that it allows universities to own the
government-funded inventions and discoveries made by their researchers. The rationale is
that if grantees own the inventions, they are more likely to patent and commercialize those
inventions or otherwise make them available for the public good. Ownership engenders some
measure of self-interest that, in part, motivates grantees to transfer their technology to the
public and to companies; in return, the grantees gain recognition of their R&D
accomplishments, and also share in the monetary profits from the sale of products by the
companies to whom they license their inventions.

In return for the right to own inventions made through government-sponsored R&D,
Bayh-Dole requires that universities take on certain responsibilities. =~ Amongst these
responsibilities, if a university makes the decision to own any given federally-funded
invention, then it must:
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e seck patent protection for that invention and actively seek to commercialize the
invention

e report on its efforts to commercialize the invention to the federal agency that funded
the research that gave rise to the invention

e with few exceptions, not assign rights to that invention to another entity

e give first priority to U.S. companies, preferably small U.S. companies, when licensing
rights to the invention

e in any license, reserve certain worldwide non-exclusive rights for the federal
government

e share a portion of the licensing royalties with the inventor(s), and the remaining
portion for research and education

While Bayh-Dole states the law in broad terms, it does not give all necessary or
specific information on how the law should be interpreted, implemented or enforced.
Detailed information on how the law is actually carried out is laid out within the Code of
Federal Regulations (see https://s-edison.info.nih.gov/iEdison/37CFR401.jsp).

Bayh-Dole and the Rise of MTAs. The Bayh-Dole Act defines “invention” as “any
invention or discovery which is or may be patentable or otherwise protectable under this (law),
or any novel variety of plant which is or may be protectable ... and that is (first thought of) or
first (made)” during the course of federally funded research (see 35 U.S.C. §201d,e).
Through this definition, universities may own the tangible materials arising from federally-
funded research, as well as the patented property. If it owns the material, the university has
many reasons for being interested in what happens to that material. For example, it might
want to exploit the commercial value of the material, or protect itself from a lawsuit in the
case the material harms someone In order to protect these interests, the university needs to
control the use and distribution of the material; it does this through a contract known as a
Material Transfer Agreement (“MTA”).

As the field of technology transfer has grown and matured, and as universities
increasingly view technology transfer as a means to generate income, more and more
emphasis is being placed on protecting the potential value of the tangible materials generated
by research. This in turn has given rise to a huge increase in the number of MTAs
implemented each year’, and to a corresponding increase in the negotiations necessary to
complete many MTAs. To better understand these negotiations, it is necessary to understand
what the MTA is, its purpose, and some of the more important — and more contentious —
issues addressed by the MTA.
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II. INTRODUCTION TO MTAs AND BIOMATERIALS LICENSES’

What is an MTA? The sharing of research materials, particularly in the biological
sciences, is one of the major forces that drive the development of discoveries and
advancement of knowledge. Historically, companies have almost always placed restrictions
on the outside use of materials made by their scientists, but, until recently, easy accessibility
to materials developed by academic researchers was the rule rather than the exception within
the research community. Since the passage of Bayh-Dole and the resulting rise of university
ownership interest in research materials, however, the free exchange of research materials has
been greatly diminished.® Today it is becoming increasingly rare for research materials to be
transferred outside of the university where they were created without an accompanying MTA,
even if that transfer is merely from one university to another.

The MTA is a legally binding, enforceable contract governing the transfer of tangible
research material from one entity to another. It specifies conditions and uses of a specific
material sent by one organization to another organization. Materials commonly transferred
include animal models (e.g., transgenic or knockout mice), cell lines, bacteria, plasmids,
phage, nucleotides, proteins, pharmaceuticals, chemicals and other useful research reagents.
The materials may be patented or unpatented; if unpatented, the material might be included in
a pending patent application, or it may be completely free of any patenting activity.

The exact terms of each MTA are negotiated between the provider of the materials and
the recipient. Although efforts have been made to develop a “model” MTA (see Chapter III,
“MTA/Biomaterial License Policy and Procedure”), there is no universally-used standard
MTA. Despite that, it is not uncommon for a given pair of institutions to negotiate a “model”
agreement that will be used for most transfers between those institutions. Unfortunately, the
terms of even these limited-use model MTAs often undergo significant changes within just a
year or two of their first being negotiated. As a result, most MTAs are negotiated on a case-
by-case basis.

Although there is no universally-used MTA, most MTAs do address similar issues and
concerns, including the following:

1. Definition of the material to be transferred;

2. Rights and interests each party may have in the material being transferred;

3. Planned use of the material;

4. Restrictions on use of the material (use of a material received under an MTA is
almost always restricted to non-commercial internal research purposes only, and
almost always excludes use in humans);

5. Confidentiality;

6. Publication rights;

7. Rights and interests each party may have in the results, new materials, and
inventions created through the use of the transferred materials;

8. Payment from the recipient to the provider for costs associated with the transfer
(for example, the recipient may reimbursement the provider for the provider’s cost
of producing or shipping the material);

. Compliance with local, state, and federal regulations;

10. Warranty disclaimer and indemnification, including the scope of the provider’s
liability arising from the recipient’s use, storage, and disposal of the material;

11. Governing law; and,

12. Disposal of unused material.
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Why Use an MTA? MTAs benefit the provider by giving it control over where,
when and how its material may be used. They may reduce the provider’s legal liability for the
recipient’s handling and use of the material. In addition, the provider can often use an MTA
to gain access, limited or otherwise, to the recipient’s research results and reagents and the
ability to use those results and materials for its own purposes, which may include commercial
uses.

One of the primary benefits an MTA offers a university recipient is that it almost
always protects the recipient’s ability to publish his research using the material. Often an
MTA also will protect the recipient’s right to own the research results.

What is a Biomaterials License? MTAs and Biomaterial Licenses (“BMLs”) have
some key differences, but retain many similarities. Each is a negotiated contract governing
the transfer of tangible material from one entity to another. Each typically addresses material
definition, ownership and use of the material; ownership of reagents created through the use
of the material; payments; responsibilities of each party relating to compliance with local,
state, and federal regulations; warranties and indemnification; and governing law.

One significant difference between an MTA and a BML is how the materials can be
used. An MTA generally limits the recipient to using the material in non-commercial
research. A BML often grants the additional right to use the material more broadly for
commercial purposes. Specifically, the licensee may be granted “the right to make, use, sell,
have made, have sell, or import” the biomaterials and/or materials made through use of the
biomaterials. The BML grant also may convey the right to use certain of the licensor’s patent
rights.

Because the BML generally confers the right to use the biomaterial for commercial
purposes, it usually requires the licensee to pay the licensor a significant amount of money (or
some other form of value). This payment can take as many forms as a licensor-licensee may
negotiate, but there are two general types:

o a fully paid-up license ( the licensee pays the licensor an agreed upon amount of
money shortly after the license is fully signed, and then has no further obligation
to pay the licensor anything for the term of the license);

o alicense with upfront fee and running royalties (the licensee pays the licensor a
sum of money shortly after the license is signed, then also pays the licensor a
portion of its profits on the sale of the material and/or products it makes using the
material; in this case the signing fee typically is less than in a fully paid up license).

The BML will specify how and when money is to be transferred, and what currency is
to be used. If the licensee will be using the material to make a product that it intends to sell to
third parties, the BML likely will contain clauses dealing with insurance that must be carried
by the licensee. It also will contain clauses about the term and termination of the contract,
and how to resolve disputes that may arise.

When to Use a BML? Generally speaking, a university almost always will use an
MTA when transferring a material to another university. When transferring material to a
company, a university may choose to use either an MTA or a BML, depending on the nature
of the material and how the company intends to use it. A company will almost always use an
MTA when transferring material to a university, because a university is by definition a non-
profit organization and so should not be using the material for commercial purposes.
In some cases a researcher may be willing to provide his research reagent to the
scientific community, but if demand for the reagent is high he may be unable to
accommodate the large number of requests. In these cases the researcher’s university
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might contract with a central non-profit repository® or a for-profit entity (through a BML)
to generate and distribute the reagent. The material will then be made available according
to the terms of the contract, perhaps through an MTA between the repository and the
recipient, or by the BML licensee selling the material and making some form of payment
to the university (upfront and/or royalty).
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III. MTA/BIOMATERIAL LICENSE POLICY & PROCEDURE

Making Research Tools Available: History & Developments. An unforeseen
consequence of Bayh-Dole was a marked decrease in the free and easy exchange of research
reagents developed in the course of federally funded research. Barriers arose, largely MTAs,
which not only greatly increased the length of time between requesting and receiving a
material, but sometimes made the material largely unavailable. In an effort to remove some
of the barriers the NIH developed the Uniform Biological Materials Transfer Agreement
(UBMTA; see Appendices | and 2, “UBMTA 3.8.95” and “UBMTA letter’), which it hoped
would become a standard, widely-used MTA and so streamline transfers. Although over three
hundred institutions have agreed to use the UBMTA (see
http://www.autm.net/aboutTT/aboutTT umbtaSigs.cfm, “Signatories to the March 8, 1995,
Master UBMTA Agreement”), very few actually used the document without changing at least
some of its language, thus defeating its purpose. Concern about the materials exchange
problem rose to such a level that the Director of the NIH convened a group of prominent
researchers and professionals knowledgeable in the matters of technology transfer to explore
the issues and make recommendations on how to improve the situation.’

In June of 1998 the group issued its report.'” One of its recommendations was that the
NIH should develop and publicize guidelines describing reasonable MTA and license terms to
be used whenever possible in transfers of federally-funded research tools between
organizations. In response, in May of 1999 the NIH proposed draft Research Tool Guidelines,
which stated the NIH’s expectations of organizations that received NIH funding. The
Guidelines were finalized on December 23, 1999.'1% 13 The Guidelines set forth four
principles:

(1) Scientists should be free to collaborate with colleagues and publish their research
results on a timely basis;

(2) Restrictive licensing and indiscriminate patenting of research tools should be avoided;

(3) Paperwork and delay involved in transferring research tools should be minimized; and,

(4) Unique research resources arising from NIH-funded research should be made

available to the scientific research community.'*

Issuance of the Guidelines did not stop dissatisfaction with how reagents were — or
were not — being transferred, and there was much discussion about whether the Guidelines
were helpful or practical.”'*!'"'® In October of 2001 the National Academies of Science, with
the support of the National Cancer Institute, National Human Genome Research Institute,
National Science Foundation, and the Sloan Foundation, created the Committee on Sharing
Publication-Related Data and Materials: Responsibilities of Authorship in the Biological
Sciences. The committee’s task was “to conduct a study to evaluate the responsibilities of
authors of scientific papers in the life sciences to share data and materials referenced in their
publication.s”™ In its report the committee elaborated on the cardinal principle that it set
forth, “the uniform principle for sharing integral data and materials expeditiously (UPSIDE):
Community standards for sharing publication-related data and materials should flow from the
general principle that the publication of scientific information is intended to move science
forward.”

The problem of sharing materials was not confined to the U.S. In January 2002 the
Organisation for Economic Co-Operation and Development(OECD), a forum of thirty
democratic countries, held a workshop to evaluate whether the worldwide web of intellectual
property systems was helping to advance science or impede it by denying access to research
reagents.”’ It concluded that, in general, intellectual property systems did work to encourage
innovation and publication of scientific work, but that there were some problems. The OECD
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subsequently set forth its own guidelines on principles and best practices of licensing genetic
inventions.”'

Despite the many sets of guidelines available and ongoing efforts by the NIH to make
federally funded research tools readily available®, the problem of delayed or denied access to
those tools not only remains but may still be growing. There are continued calls and efforts
towards developing a “standard” MTA.*

University MTA Policies. The NIH has worked diligently to develop what it
considers reasonable principles and practices for material transfers. Although universities
each have their unique ways of handling MTAs, and the UBMTA is not used consistently,
overall there are more similarities than differences amongst university MTA policies. Most
universities have policies that share the spirit, if not the actual language, of the NIH principles.
Because of this, most universities do not have any significant difficulty dealing with transfers
to and from other non-profit organizations. However, the transfer of material developed at a
for-profit entity (which generally is not bound by NIH guidelines) to a university often is
plagued with difficulty.

At the heart of university MTA policy is protection of academic freedom, in particular
protection of the ability to publish research results in a timely manner. In the past, many
universities simply would not agree to MTAs containing many restrictions on publication.
Today, however, with almost frenzied competition in some fields of biological research, and
companies determined to protect their materials to the fullest degree possible, even the
inability to adequately publish research results is not always an absolute “deal breaker”. If the
provider refuses to modify what the university considers onerous publication terms, and the
researcher desiring the material is aware of the problematic publication language but
continues to seek the material, some universities will reluctantly agree with the provider’s
terms.

While academic freedom is still central, over the past twenty years university MTA
policies have matured and grown to reflect the current difficulties in the sharing of research
reagents. Quite a few universities append “primers” to their policies, explaining what an
MTA is and what it does (see Appendices 3 and 4, “U of GA MTA description” and “UCLA
MTA info”). Many universities have policies that not only state their positions on certain
issues, but also go on to explain (for the benefit of their researchers) the rationale for those
positions, and why difficulties often arise when a researcher wishes to obtain a material from
a for-profit organization.***> In addition, universities often attach “checklists” to their
policies that researchers wishing to receive materials must complete, to give the university
information it deems necessary to review and carefully consider the proposed MTA terms (see
Appendices 5, 6 and 7, “Cornell MTA request Checklist”, “MIT MTA Questionnaire” and
“MTA checklist”). The University of California-Berkeley has a combination of policy and
information that defines an MTA, discusses university-university and university-company
exchanges, potential problem areas, and compliance issues, in a short, easily readable but
thorough format that also includes a link to that university’s (incoming) MTA review form
(see Appendices 8 and 9, “A Quick Guide to Material Transfer Agreements at UC Berkeley”
and “Berkeley MTA review form”).

University BML Policies. BMLs, being of a more commercial nature than MTAs,
generally are governed by a university’s licensing policy and procedures rather than its MTA
policy and procedures.”® Nonetheless, because they lack the complexity of many other types
of licenses, they are comparatively easier to negotiate and complete. Issues associated with
BMLs are discussed in detail in Chapter IV, Clauses.
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Model MTA Agreements. A great deal of effort has gone into development of
standardized MTA language, as exemplified by the UBMTA. 1t is clear that while hundreds
of universities agree with the UBMTA in principle, many prefer to use their internally-
developed model agreements that contain much of the UBMTA language but with some
changes. Similarly, model BMLs developed by universities have many common concepts,
but they are expressed in different words, with different emphases, and some differences in
issues addressed. Model BMLs also may differ depending on the planned use of the material,
its potential for negative consequences, and the value the university ascribes to the material.

Outgoing MTAs.”” The NIH has at least three model MTAs, one a very simple letter
for uncomplicated transfers (Appendix 10), one for somewhat more complex needs
(Appendix 11) and one tailored for use with transfer of animals (Appendix 12). In an
example of a university taking the NIH’s lead, Harvard University’s simple letter MTA is
almost identical to that of the NIH. *® In contrast, a comparison of the NIH’s longer model
MTA (Appendix 11) with Iowa State University’s model MTA shows that the latter is written
in very formal, legal language and goes into considerably more depth in areas such as
defining the material, commercial purposes and how the recipient may handle the material
(see Appendix 13, “IA MTA template”). The Iowa State model also addresses concerns that
the NIH model does not, for example, how long the MTA will be in effect, what law will
govern the MTA, and payment provisions. The University of Washington takes a flexible
approach, in some circumstances being willing to use the UBMTA with a choice of two
different cover letters (see Appendices 14 and 15), in others using a more complex MTA (see
Appendix 16). The latter is more similar in complexity to the lowa State MTA (Appendix 13)
than it is to the NIH MTA (Appendix 11). Generally speaking, when universities send
materials to for-profit entities under an MTA they use language similar to the models they use
when sending materials to non-profit organizations.

Incoming MTAs.” Other than exchanges governed by the UBMTA, there is no
“model” agreement for MTAs coming in to a university, because each provider uses its own
particular set of model agreements. Yet exchanges between non-profit entities tend to move
fairly readily, because most non-profits use model MTAs that, while they may differ in form,
are very similar in substance. Many for-profit entities also use similar MTA terms when
sending their proprietary materials to universities, but these MTAs more often than not
contain terms that are problematic for the university. As a result, negotiations on incoming
MTAs from companies can take weeks, or even months.

In an effort to speed up transactions, some universities negotiate model agreements
specific for a company (see Appendices 17 and 18, “Texas.Biogen MTA rev 1994” and
“Texas.Wyeth MTA outdated”). As a rule these model agreements have significant
differences from the model agreements discussed in the previous section (Outgoing MTAsS).
These differences may include the provider having rights to review the research results prior
to the researcher publishing them; a NERF license to improvements or to new uses of the
material; and an option to negotiate an exclusive license to those improvements or new uses.

Model Biological Material License Agreements. BML agreements can range from
very simple, almost “MTA-like” agreements, to fairly complex patent-based licenses. For the
purposes of this report, most BMLs are for materials owned by universities and licensed to
for-profit organizations; universities generally do not receive biomaterials governed by
licenses. For examples of BMLs, in order of increasingly complexity, see Appendices 19
(Simple BML), 20 (NIH Biological Materials - Internal Use), 21 (NIH Biological Materials
License Agreement), 22 (NIH Non-Exclusive Patent License Agreement - Internal
Commercial Only) and 23 (NIH Non-Exclusive Patent License Agreement).
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The MTA Process.

Outgoing MTAs. Outgoing MTAs can be initiated in two ways: (1) the entity
desiring the material (the potential recipient) contacts the potential provider’s technology
transfer office (“TTO”); or (2) the outside entity directly contacts someone (usually the head
of the laboratory, often called the principle investigator or “PI”) in the laboratory where the
material was developed. In the first case, the next step would be for the TTO professional
who handles MTA requests to contact the PI and discuss the potential transfer with him; in
many cases a university will have one, and possibly two, professionals dedicated to
processing outgoing and incoming MTAs. If the PI is agreeable to the transfer, then the
professional will draft an MTA for the transaction and send it to the appropriate office of the
potential recipient. If the recipient is a university, the MTA will likely be sent to a TTO; if a
company, the MTA will likely be sent to either the company’s licensing group or its legal
department. There the draft MTA language will be reviewed, and that entity will either agree
to the draft terms or will suggest modifications. The MTA is completed when it has been
signed by an authorized person at each of the recipient and provider organizations.

If a potential recipient contacts the PI whose laboratory developed the desired material
directly, it is hoped that the PI will direct the recipient to the appropriate in the PI’s university
TTO. In that case the MTA will be negotiated and signed as described above. Sometimes the
PI mistakenly believes that he can negotiate and sign the MTA himself, in which case an
MTA is completed but the TTO is not informed of the transaction. This results in an MTA
that may be invalid because it was not signed by a university representative who had legal
authority to bind the university. In other cases, the PI sends out the material along with a
letter (not an MTA) in which the PI spells out conditions for the use of the material, but such
a letter again may not be legally binding. Finally, sometimes the PI simply sends the material
without any accompanying documentation.

Outgoing MTAs are complicated by confusion over who actually owns the material to
be transferred. Ownership of the material is generally determined by the source of the
funding that supported the development of the material. Typically, the university owns
materials developed in its laboratories. In some cases the organization that funded the
research co-owns the material, and the university and that organization will work together to
craft an appropriate MTA. It is not unusual for Pls to take the position that they own the
material developed in their laboratories, and even though they may not be legally correct, it
can be an issue that must be handled with a certain degree of sensitivity on the part of the
TTO.

Incoming MTAs. When the university is the potential recipient of a material, the draft
MTA is generally sent to the university’s TTO by either the PI who wants the material or by
the organization that owns the material. In either case, the TTO professional will review the
terms of the draft agreement. If those terms are acceptable, the MTA will be signed by the
appropriate university representative. If not, the TTO professional will request changes of the
potential provider; if the latter is a for-profit entity, the negotiations over the MTA terms can
be protracted. Sometimes the two parties are not able to come to an agreement, and the PI
does not get the material. In other situations, the university weighs the risks of accepting the
material on undesirable terms against the potential benefits of the planned research, consults
with the PI, and makes an informed decision. The enthusiasm of the PI for getting the
material, combined with the PI’s level of power and prestige within the university, can be
factors in these decisions.

The BML Process. BMLs are almost always for materials that are being transferred
out of the university to a company, and the process is very similar to that for outgoing MTAs.
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Often, however, the BML may be handled by a TTO professional at a higher level than the
professional who handles MTAs, because of the greater complexity of the BML terms.

Signature Authority. In every university, as with most organizations, there is a
hierarchy of who is authorized to sign agreements that place obligations on the university. The
more important the agreement, the “bigger the boss” needed to sign it. Since MTAs are
simple agreements, they often can be signed by a professional in the TTO; sometimes the
professional who negotiates the MTA can also sign it on behalf of the university, or a non-
negotiator at the same job level might have authority to sign the agreement. (The latter avoids
the conflict of the negotiator signing the contract which he negotiated, and has the advantage
of two people reviewing the agreement). However, because even the simplest MTA is a
legally binding, enforceable contract, some universities require that a higher level professional
or even a university attorney sign the MTA.

Universities may require that BMLs be signed by a university representative with
greater authority than the representative who can sign MTAs. In some universities the official
needed to sign the BML depends on the size of the licensing fee; the larger the fee, the more
authority the signing representative must have.

Ultimately, each university has its own system of who is allowed to sign various kinds
of documents and contracts, and there is no simple rule to follow except that a PI typically
does not have the authority to sign a legally binding MTA or a BML. The best solution is to
contact the provider university’s TTO and ask for the appropriate person to negotiate an MTA
or a BML. The university negotiator will certainly know whose signature(s) is required.

Distribution of Income. MTAs, unlike BMLs, do not usually require the recipient to
pay the provider for the privilege of receiving and using the material. The provider may,
however, ask the recipient to pay the cost of making and sending the material; these costs can
be significant when the material is, for example, a cell line or mice. When the recipient
makes a payment to cover the costs of providing the material, that payment is not usually
considered “income” or “licensing income”. The payment is not usually shared between
various university departments and the inventors of the material as licensing income would be.
Instead, it often goes into an account for the laboratory that made and shipped the materials,
so that the laboratory is reimbursed for its costs.

Some BMLs make provisions for reimbursing the laboratory of the provider its
expenses for the initial supply of material sent to the licensee/recipient, as described above,
and that payment would be handled as would a payment for an MTA. Some BMLs also
require the licensee to make more such “reimbursement payments” if the provider has to send
more material beyond the initial shipment, as would happen if the licensee irreparably
damaged the material in some way.

Beyond these “reimbursement costs,” the rest of the income from BMLs is usally
treated as licensing income. Most universities have well defined rules that govern how
licensing income is to be distributed; usually the income is shared between the TTO, the
inventors, the department or school of the inventors, and perhaps one or more universities
offices of various functions, in a fixed formula that assigns each recipient a certain percentage
of the income. If the materials were developed in the course of federally funded research,
then the Bayh-Dole Act requires that the income be shared with the inventors and also used
for education or research purposes. Under some circumstances — for example, when there are
no easily identified “inventors” - the income is directed back into the laboratory to support
more research and education.
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IV. MTA AND BML CLAUSES

PART (1). STANDARD CLAUSES

Most MTAs and BMLs address similar issues. The more standard clauses that
typically do not cause problems during negotiation are addressed in this Chapter IV, Part 1.
More contentious issues are addressed in Part II below.

Different Perspectives. When negotiating MTAs and BLMs, non-profit and for-
profit entities often have trouble agreeing on certain terms (e.g., definition of the materials
being transferred, ownership of the results of the research performed with the material,
freedom to publish the research results, indemnification, and governing law.) This difficulty
stems from the very different missions and cultures of non-profit and for-profit entities.

Non-profit organizations, particularly universities, view themselves as institutions of
education, research, and public service. They seek a balance between social and commercial
benefits, with the pursuit of knowledge and academic freedom as paramount. The negotiation
approach of TTO professionals is guided by the preservation of their academic mission;
commercialization is viewed as a method to bring academic results forward for public benefit.
The Mission Statement of Harvard University provides a typical example of this balanced
mission:

“To bring University-generated intellectual property into public use as rapidly as
possible while protecting academic freedoms and generating a financial return to the
University, inventors and their departments.”’

For-profit entities, in contrast, strive for a competitive edge. Their R&D is geared not
towards the pursuit of knowledge for knowledge’s sake, but toward product development and
profit. In pursuit of those goals, companies routinely deal in confidentiality and trade secrets,
and view blocking and defensive patenting as good business practices rather than barriers to
research. While their mission statements may discuss the public good, companies have a
primary responsibility to their shareholders to generate profit.

The discussions in this chapter will consider the situation that poses the greatest
challenges, and therefore is the most instructive — negotiation between a for-profit provider
and non-profit recipient. Disagreement over similar clauses may arise in a non-profit/non-
profit interaction, or in a non-profit provider/for-profit recipient interaction, but it is less
common. When it does happen, it is most often driven by the presence of a for-profit partner.

Use of the Material. When requesting a material under an MTA, the potential
recipient usually submits to the provider a description of the planned use of the material. The
recipient and provider work together to carefully define how the recipient may use the
material, and often they also define how the material may not be used. Generally speaking, it
is the potential provider who sets these terms, because it is only through the provider’s
agreement that the material will be made available. The provider, then, has the last word on
what the recipient may and may not do with the material.

In the case of a BML, the description of the how the recipient may use the material
generally takes the form of a grant, and uses more formal, legalistic language. This is
because the BML is usually an agreement governing a commercial use of the material, rather
than just academic research. The grant will generally consist of three or four paragraphs
setting forth how the licensee/recipient may use the material (“field of use”); where the
licensee may use or sell the material or products made using the material (“territory”);
whether the licensee may share its rights with another organization (sublicensing); and, what
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rights, if any, are kept by the licensor or federal government (“reserved rights”). If the
licensee is obtaining the right to evaluate the material, rather than licensing it outright, the
grant will reflect this. (For samples of grant language see Appendix 24)

Payment. The section of an MTA or BML dealing with payment is generally straight
forward. Any disagreements are usually settled quickly. This section includes requirementf
for when and how the payment will be made (see Appendix 25 for sample payment language).

Warranties. As a rule, non-profit organization providers (in the case of MTAs) and
Licensors (in the case of BMLs) not only will not agree to warrants about the material, they
will add specific disclaimers, such as not guaranteeing the material to be useful for a
particular purpose or that use of it will not infringe on a third party’s patents. This “No
Warranties” language is fairly standard from agreement to agreement; while the wording may
be changed slightly, in substance it is identical and almost always non-negotiable (see
Appendix 26, “Sample Language, Warranties). The “No Warranties” language will often be
entirely in capital letters to make it easily visible; some state laws require capitalization to
make the disclaimers valid.

Non-profit organizations will not guarantee the material because usually they have not
tested it for the particular purpose in which the recipient is interested, or they have not tested
it thoroughly enough. More importantly, non-profits often do not have the kind of insurance
required to back such guarantees, nor do they have the financial resources to defend
themselves from lawsuits should the materials not perform in the manner desired by the
recipient. Similarly, non-profit organizations will not usually guarantee lack of infringement
of third party patents; thorough patent searches are expensive to conduct, and non-profits
generally do not have the financial or personnel resources to do such patent searches; also,
they do not have sufficient insurance resources to make promises of non-infringement. Some
non-profits — particularly large university systems — will not even guarantee non-infringement
of their own patents, either because they hold a large number of patents, or because they have
branch campuses that are quasi-independent entities. Compromise language might be, “To
the best of University’s knowledge” the intended use of the material will not infringe. Some
universities, skittish about use of the word “best”, will only agree to language such as,
“University has no knowledge” of infringement, or, to make it more narrow yet, “the TTO has
no knowledge” of infringement. To try to cover all aspects, a university might want to
include language containing the points that “No one at the University, including the TTO, has
any knowledge or reason to believe” that use of the material will infringe, adding “University,
including the TTO, has not done patent searching of any kind”.

It should be pointed out that although non-profits will not warrant usefulness and non-
infringement of their materials, this is generally reflected in licensing fees that are much lower
than those of organizations that will provide such guarantees.

Miscellaneous. MTA or BML clauses discussing compliance with laws®!, insurance™,
and disposal of unused material® are fairly standard from agreement to agreement.

PART (2). CONTENTIOUS CLAUSES

Definition of the “Material” and Ownership. In any negotiation for an exchange of
material, ownership of the original material should not be a question; the provider owns the
material that it is providing or licensing. The provider may be asked to “warrant and
represent” that it owns the material and has the right to provide it to the recipient or licensee.
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This “warrant and representation” is a definitive legal statement of ownership, and providers
usually agree to this. If the provider does not agree, it may mean that the provider is not
certain that it owns the material, or that there are complicating factors; the potential recipient
should proceed with caution and explore what those factors may be before deciding whether
to get the material from this source. However, once the provider agrees to warrant and
represent that it owns the material and has the right to license it or provide it to the researcher,
the question arises — what exactly is the material that the provider is providing? (See
Appendix 27 for clauses useful in defining materials.)

Ownership of materials and improvements is linked to specific definitions. Therefore,
when working on an incoming MTA where the material is coming from a for-profit entity, the
recipient university wants to make the definition of the material as narrow as possible,
confining it to a precise description of the exact materials being received by the university.
Philosophically, from the wuniversity’s perspective, any modifications, derivatives,
improvements or other materials arising from the research reflect the expertise of and “value
added” by the recipient university’s researcher, and so should belong to the recipient
university; to do otherwise would be a loss of academic freedom and control over its own
research. On the other hand, it often is acceptable to a recipient university to include
“progeny and unmodified derivatives” in the definition of “the materials” that are owned by
the provider, as merely propagating the original materials does add value.

It is the practicalities of the research funding, however, that often prevent the recipient
university from agreeing to a broad definition of “the material”. The source of financial
support for the research with “the material” will have a large impact on the ownership of any
reagents developed during the research, and the university will argue that because the
provider is not funding the research it should not have any rights to the research results. If a
collaboration between the provider and the recipient is under consideration, then the
agreement negotiated should be a research funding contract, not simply an MTA Unlike an
MTA, a research funding contract is a more extensive document in which research results and
intellectual property are routinely addressed. If the company provider also financially
sponsors the research, then the recipient university will be more likely to allow the company
to view and comment upon the research results prior to publication. The university would
still prefer that it own all discoveries arising from the research; it might, however, be open to
sharing ownership in proportion to the relative contributions of company personnel and
university personnel to any given discovery arising from the research collaboration.

If the proposed research will be federally funded, then NIH policies and certain Bayh-
Dole requirements press heavily upon the university recipient to retain ownership of any
discoveries arising from the research done with the material. (See, for example, § 202
“Disposition of rights” of the Bayh-Dole Act, “In the case of a nonprofit organization ... a
prohibition upon the assignment of rights to a subject invention in the United States without
the approval of the Federal agency...”). If the proposed research will be funded by a non-
federal agency, or by another for-profit organization, the TTO professional will need to check
the terms of those other agreements to make sure that there will not be any conflicts between
the contractual obligations of those funding contracts and the MTA under consideration.
Serious legal entanglements can result when a material, received under an MTA that promises
certain rights to the results to the provider, is used in research financially supported by a
sponsor that has been also been promised certain rights to the results.

Non-profit organizations must also take certain tax laws into consideration when
negotiating a definition of “the materials”. Their non-profit status gives them certain tax
privileges which can be jeopardized if they engage in too much commercial activity, and
sometimes agreeing that the provider has certain ownership rights in research results might
result in unfavorable tax issues. These same tax issues strongly discourage setting financial
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licensing terms in advance of the reagents actually being developed, because the true value
and use of a reagent cannot, of course, be adequately determined before its development.
This area of U.S. tax law — called “Unrelated Business Income Tax”, or “UBIT” — is
extremely complex and is often not well understood except by tax experts specializing in the
particular details of UBIT. Nonetheless, non-profits are loathe to venture into any area that
may have serious negative federal tax implications for them, and so for this reason as well
will decline to grant the provider ownership of anything more than the original, unmodified
materials.

The providing company, on the hand, is likely to start from the position that theye own
the material, and so should own any modifications, derivatives or other materials made from
or using the material, because those things could not have been made without the proprietary
material. Following this logic, a company may argue for a definition of “the material” that
includes “all derivatives, modifications, improvements, or other materials that could not have
been made without the provided material” or, more simply, “all inventions arising from use of
the Materials”. Companies often insist on having these “reach through” rights (that is,
“reaching through” from the materials originally provided into the research to claim
ownership of or rights to anything that may be developed from that material), and may refuse
to provide the material unless guaranteed these rights to some extent.

Ownership of Results & Inventions: Compromises. Negotiations over how to define
“the materials” being provided are really arguments over who is going to own or control the
inventions, tangible and intellectual property, arising from the research done with that
provided material. Although the recipient university will argue for a narrow definition, and
the for-profit provider for a broad definition, there can be room for compromise. (See
Appendix 28, “Useful Language in Negotiating MTA License Issues” for examples of
language that may be used in these situations.)

Inventorship is often used to determine ownership in these situations; if only a recipient
researcher(s) is an inventor then the recipient would own the invention; if only a provider
researcher(s) was an inventor then the provider would own the invention; if the inventors
included both recipient and provider inventors, then the invention would be co-owned
between the two organizations. If this method is acceptable to both parties, then the MTA
would have language to the effect that ownership of inventions will be determined in
accordance with applicable patent laws and the relative contributions of each party to the
invention.

If the above method of determining ownership is not acceptable to the company provider,
then the university might negotiate for the university to own all the research results, while
granting the company a NERF license for internal research purposes only, sometimes also
including the right to use the research results in regulatory filings and patent applications.
The university might argue for a NERF license for “non-commercial research purposes only”,
but that may be unacceptable to the for-profit provider since, to some degree, all of its
research is for a commercial purpose.

A company may refuse to accept the restriction “internal research purposes only” and
demand, at a minimum, an unrestricted NERF license, giving the company the right to do
whatever it wishes with the tangible research results, including commercializing or
sublicensing them. Since the company likely has dominating patents/applications covering
the material, and would enjoy other competitive advantages relating to its material, granting it
an unrestricted NERF license is problematic for the university because, in some ways, it is
(almost) the same as granting the company an exclusive license; it does not, however, attach
the balance of rights and responsibilities to the parties typically found in an exclusive license.
An unrestricted NERF embedded in an MTA is also disadvantageous to the university
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because the MTA is unlikely to address issues such as indemnification and product liability
that may arise through the company’s use of the research results. A university may
(reluctantly) agree to an unrestricted NERF if: (1) the potential researcher recipient
understands the terms and still has a strong desire to receive the material (some universities
may require the researcher to sign a statement acknowledging that he understands the
restrictions and agrees to them); and, (2) university officials agree that the potential benefits
of receiving the material are greater than the potential problems or losses. This decision is
always made on a case-by-case, university-by-university basis.

In addition to an unrestricted NERF license, the company might also demand an
option to negotiate for an exclusive license. While this is not desirable from the university
perspective, the university may agree on a case-by-case university-by-university basis,
weighing potential gains against potential problems. If the university can not avoid granting
an option to negotiate for an exclusive license, it may try to: (1) restrict the length of time in
which the company must use the option®*; (2) avoid setting financial terms upfront (before
any inventions are actually made)’”; (3) make the option subject to the university’s
obligations to third parties®®; and, (4) reserve a non-exclusive right for the university to use
any inventions and new reagents made using the material and to share that right with other
non-profit organizations. The company may insist that the university’s non-exclusive right be
restricted to “non-commercial research purposes only”, which should be acceptable to the
university; even with this restriction, academic freedom is somewhat preserved if the
inventions and new reagents would still be available to the research community. With regard
to the university’s obligations to third parties, the company may ask the university to
represent or warrant that no conflicting rights in any inventions that may result from the
research have been granted to any other for-profit entity; in this case, the university must
carefully evaluate the risk of using the material in research funding or with other materials
carrying third party obligations””. Before agreeing to any of the above terms, the university
will likely want to have a written and signed statement from the researcher, saying that he
understands and accepts the terms under which the material will be received.

Finally, even if it is willing to settle for a NERF for research purposes only, a
company may demand that the university agree to a “penalty clause”. Penalty clauses
generally award the company/provider ownership of any research reagents and results
developed using the material to the extent that those results and reagents were developed
doing work not included in the research plan described in the MTA. This reduces some of the
risk a company takes on when it provides proprietary materials. Although giving the
company ownership of these kinds of research results and reagents carries with it the same
problems as giving the company ownership of inventions made in the described research plan,
it is difficult for the university not to agree to this request. After all, its researchers should not
be doing any work with the material other than under the research plan included in the MTA.
As an alternative to ownership, the university may be willing to grant the providing company
a non-exclusive, royalty-free, irrevocable license to use such inventions for any purpose.

Confidentiality. Many MTAs for materials provided by a commercial entity contain
confidentiality clauses, even though the company is not providing any information but just the
material itself. Confidentiality clauses can be problematic for universities if they are so
onerous that they will impede publication of research results, or, in the case of a graduate
student using the material, if they impede the ability of that student to defend her thesis and
submit her dissertation to the university library. Also, the federal government has a Freedom
of Information (“FOIA”) law”’, and many states have public disclosure/open record laws®,

and organizations subject to these laws cannot always guarantee absolute confidentiality.
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If a company provider insists that the MTA contain confidentiality language, the
university often requires that all the confidential information provided by the company be
marked “CONFIDENTIAL”, so that the recipient researchers will know what is confidential
and what isn’t. Any confidentiality clauses should exclude certain standard types of
information from confidentiality (see Appendix 29, “Confidentiality Clauses™).

When considering confidentiality language in an MTA (or any other contract, for that
matter) the university evaluates the potential impact on publication. If, for example, the
material to be transferred is a chemical compound, the company demands that the chemical
structure be kept confidential, and knowledge of the structure would be essential to
publication, then confidentiality would impede publication. The university likely either
would not agree to the demand of confidentiality for the chemical structure, or would not
accept the material. A similar situation would arise if the company’s confidential information
is reasonably needed to interpret the research results.

The requirement to keep information confidential should be limited to a certain span
of time, generally three years after receiving the information, but certainly no longer than five
years.

Publication. From a university perspective, the right to freely share scientific
information is a cornerstone of academic freedom. Few universities will accept MTA terms
that restrict publication, presentations, or other forms of publicly disclosing research results.
In contrast, a for-profit organization can gain a competitive advantage by keeping information
secret, at least until it has had a chance to seek patent or some other form of legal protection
for the information. Despite these different perspectives, compromises often can be reached
in which the non-profit recipient’s right to make its research results public is protected, but
also delayed long enough for the company to review the proposed disclosure and take
protective measures that it considers necessary.

While few universities will allow any MTA provider the right to approve a planned
public disclosure, it is fairly standard to allow the provider the right to review the proposed
disclosure.® A typical arrangement will give the provider notice of a proposed disclosure
before it is to be made, for example, thirty days before a manuscript is submitted to a journal,
or an abstract is to be submitted to a conference. This allows the provider to look for and
remove any of its confidential information that may have been included in the planned
disclosure, and to review the disclosure for potentially patentable inventions that may be
described. A for-profit provider may prefer at least 60 to 90 days in which to review the
planned disclosure, but somewhere between thirty and ninety days is common.

A provision is usually made that, if the company does identify a potentially patentable
invention in the planned disclosure, then the public disclosure may be delayed for another
thirty to ninety days. During this delay a patent application could be written and submitted to
the desired patent office. Again, universities generally prefer the delay to be as short as
possible, whereas companies are usually more comfortable with longer periods of time, but
thirty to sixty days is a common period of delay for the purpose of patenting. Typically,
universities prefer that the total delay — review plus patenting period — be no longer than
ninety days. Their researchers often are eager to make their research discoveries public as
soon as possible.

In negotiating MTA terms, both the recipient and provider need to be mindful that
publication in a scholarly journal sometimes carries with it an obligation on the part of the
recipient/authors to make reagents described in the publication available to the scientific
community. Some journals have an explicit expectation that their authors will share reagents,
in line with a 2003 National Academies of Science report that concluded, “An author’s
obligation is not only to release data and materials to enable others to verify or replicate
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published findings (as journals already implicitly or explicitly require) but also to provide
them in a form on which other scientists can build with further research.”*' When publishing,
it is customary for the recipient to acknowledge the contribution of the material by the
provider; some MTAs might address this specifically.

Ownership of Results/Product: Biomaterials license. The most common direction
of a BML is for a non-profit to license a reagent to a for-profit entity, either for internal use or
for commercial production. It is unusual for a for-profit entity to insist on a biomaterials
license being in place before sending a reagent to a non-profit, but there have been several
high profile cases of this; one such case will be reviewed below. Non-profit organizations
rarely license biomaterials to other non-profit organizations, and so that case will not be
considered.

When transferring a biomaterial to a company, a university may choose a BML over
an MTA for several reasons, amongst them the purposes for which the material will be used
and perhaps the commercial value of or demand for the material. In the simplest case, the
material may be non-exclusively transferred to the company for that company’s internal
research only (or internal “commercial” research), with all other uses specifically excluded.
In this case the university may grant the company “a worldwide non-exclusive license to
make, have made, use and have used, but not to sell, offer for sale, or have sold, the Material
and processes using the Material.” In addition to any licensing fee, the BML will usually
address whether the university is to receive benefit, in the way of royalties or other payments,
of any commercially useful reagents or products the company discovers using the material.
The university will likely insist that the company indemnify the university for the company’s
use of the material, and for any reagents or products the company makes as a result of its
using the material. It is important to note that this indemnification often continues even after
the license ends. The university also may wish to clarity that it is free to non-exclusively
license the biomaterial to other for-profit, or non-profit, entities. (See Appendix 30, “Useful
Language for Simple BML”.)

When a company licenses a biomaterial specifically for the purpose of producing and
selling it commercially, along or in combination with other materials, the BML will likely
contain indemnification language similar to that in Appendix 30, but other language will be
different (See Appendix 31, “Useful BML Language”). The license will likely define a
“Licensed Product” (what the company actually plans to sell), the “Field” (uses for which the
biomaterial may be sold) and a geographical area (“Territory”) in which the company may use
and sell the biomaterial. The grant clauses will recognize that the company plans to sell the
biomaterial and make if clear whether the BML is exclusive of non-exclusive. Other issues,
such as the right to sublicense, may be addressed. If the company is required to pay the
university royalties on the sale of products, then it is useful if the BML contains information
on how much the royalty will be, and when and how it will be paid, along with any
accounting information that the university may want the company to provide. The financial
terms may also anticipate that the biomaterial might be incorporated into a product containing
other materials, and in that case the license will address how a royalty is to be calculated on
these “combination products”. The BML will state how long the license will be valid (the
“Term”), that is, how long the licensee is allowed to use and sell the biomaterial, and how the
license is to be terminated if for some reason either party wishes to terminate it sooner than
the term of the license (“Termination”, often combined in “Term and Termination”) The
termination language will often address what, if any, responsibilities the parties will have to
each other after the license ends.

Although uncommon, there have been cases in which a for-profit provider insisted that
a potential non-profit recipient license a material rather than receive it under an MTA. An
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example of this was Dupont Pharmaceutical’s Cre-lox technology, a powerful and popular
research tool that was freely used in the research community up until the mid-1990s. Starting
about 1996, however, Dupont made a business decision to require all organizations —
including non-profits - that used the Cre-lox technology to take a non-exclusive license from
Dupont. Initially Dupont required that a license fee be paid, required that all proposed
publications of research using the Cre-lox technology be sent to Dupont for review prior to
publication, and restricted the sharing of reagents incorporating Cre-lox between scientists.
Dupont later amended the licensing terms, removing the upfront fee and adding “reach
through” rights requiring that universities pay Dupont a share of revenues from any university
invention which used the Cre-lox technology in its development and which the university
subsequently commercialized. The outcry from the academic community was so great that
the NIH eventually stepped in and negotiated an umbrella agreement with Dupont that would
cover all NIH grantees, and which relaxed or removed the requirements that universities
found most objectionable**.

Reporting. Companies have a legitimate interest in the results of research involving
their proprietary materials, and when they send materials to a university the governing MTA
may require the university recipient to report research progress to the company provider. The
university will evaluate whether the reporting requirements would place an undue burden on
the researcher, for example, by interfering with his other university responsibilities or
requiring him to prematurely share results with the company. To ease demands on a
researcher’s time, or help prevent release of premature or raw data to the company, the TTO
may suggest reporting language that requires only a summary report being sent to the
company. If a company insists that a researcher recipient report more than just a final
summary, the TTO may require the company to keep any earlier reports confidential until the
researcher has had a chance to publicly disclosure results directly.

Conflict with Existing Agreements. In a BML, as with any license, the licensee may
wish to protect itself from liability stemming from other obligations on the part of the licensor
by asking the licensor to “warrant and represent” that it does not have any obligations that
will conflict with the obligations it will assume under the contemplated agreement. Although
this is a reasonable request, if the licensor is a university — particularly a large university, with
multiple campuses — the university may be reluctant to absolutely assert that it does not have
any conflicting obligations, perhaps because its TTO operations do not have a strong central
organization or authority. In this case, the university might offer as a compromise language
such as “to the best of the Licensor’s knowledge, and after reasonably inquiry, Licensor
asserts that it has not entered into any conflicting agreements”.

Dispute Resolution. Universities may prefer that MTAs and BMLs not specify any
particular method of dispute resolution, for the simple reason that remaining silent on the
issue preserves all options of dispute resolution. Should a disagreement arise, the university
can evaluate how it thinks the disagreement can best be resolved and pursue that method, and
the entire range of options —from informal discussions between appropriate officials of each
party to bringing legal action — will be open to it.

If a potential recipient or licensee is unwilling to remain silent on dispute resolution,
some universities have a hierarchy of preferred options. In general, the preferred options will
permit some flexibility combined with lower financial burdens, while the least preferred or
unacceptable options impose some rigidity coupled with a probability of large expense. If
silence on the subject is not acceptable, a university might offer language such as:
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“In case of any dispute regarding this Agreement, the parties agree to attempt resolution of
such dispute through good faith negotiation between the parties. In the event the parties
cannot resolve such dispute, the parties are then free to pursue other legal remedies as deemed
necessary.”

Companies, however, may not be comforted by such language because it offers little in the
way of enforcement. In that case, the following language provides a more clearly defined
pathway to dispute resolution, and so might be acceptable:

The parties must attempt to resolve through good faith discussions any dispute which arises
under this Agreement. Any dispute may, at the election of either party, be referred to the chief
executive officers of each party. If they are unable to resolve the dispute, except one having to
do with the scope, enforceability, infringement or validity of a patent or trade secret, within
thirty (30) days after delivery of written notice of the dispute from one party to the other, either
party may seek to resolve it by initiating -+ (here insert either mediation, or non-binding
arbitration, or binding arbitration; the parties might wish to name a mediator, or suggest that
the American Arbitration Association be used).

Although universities may be reluctant to accept it, some licensees may insist on alternative
dispute resolution or binding arbitration as a means of dispute resolution. Sometimes the
specifics of the how the dispute will be resolved are clearly set forth, for example, the
"Alternative Dispute Resolution" language of Appendix 32.

Governing Law. As a rule, state universities - which are agencies of their home
states in one form or another - will always prefer that the MTA or BML be governed by the
law of their own state. One reason is practicalities: attorneys for the state institution are
likely most familiar with the laws of their own state; travel and lodging expenses for the state
university attorneys are much less than if they have to travel to a different state or country;
and, they will not have to hire additional local counsel, as they might if the governing law
where that of another state or country. Universities generally do not have large legal budgets
with which to pursue lawsuits, as either a plaintiff or defendant, so minimizing legal costs is
an important factor for them. Another consideration is that its own state law might give the
university certain benefits, such as limiting its legal liability. For example, the California Tort
Claims Act shields state entities, such as the University of California, from punitive damages,
and Oregon has a law limiting the liability of its state agencies (including its universities) to
US $200,000. Similar to state institutions, private universities prefer that the law of their
home state govern agreements, because their attorneys are most familiar with their own state
law, and expenses will be less if a matter is litigated close to home rather than in another state
or country.

If the other party to the agreement is unwilling to accept the preferred state law, then
the university, public or private, may prefer that the agreement be silent on the matter of
governing law. The advantage of silence to the university is that if a mishap occurs, and the
other party brings a lawsuit in a court outside the state, the university is free to ask that the
lawsuit be moved to its home state. In cases where the university has received a material
from a provider; there has been a mishap with the material; the provider brings a lawsuit (in a
court outside the state); the MTA is silent on governing law; and, the state requests that the
suit be moved to a court in its home state, there is a reasonable probability that the state's
request will approved because the physical location of the mishap was the university. In
contrast, if the MTA (or other contract) stipulates that a foreign law ("foreign" meaning
outside of the state or outside of the country) will govern, then the lawsuit will be heard in
that venue and the university has no hope of having the lawsuit moved to an in-state court.

127



Some examples of language that can be useful when negotiating a compromise in a
governing law clause are:

“Each party agrees that all claims, charges, or lawsuits brought by it against the other party
will be brought and adjudicated in the courts of the location of the party being sued.”

and

“This agreement shall be interpreted and construed in accordance with the laws of the country
of the defending party, namely laws of the state of X in the United States, in cases where
Recipient is the defending party, or the laws of Y, where Provider is the defending party."**

Some universities are very aggressive in refusing any governing law other than that of
their home state.

Indemnification. When a material is transferred from one party to another it is
common for the provider to require that the recipient indemnify, defend and hold it harmless
against costs, claims, and other liabilities arising from the recipient’s use, handling, storage,
or disposition of the materials. When considering whether to indemnify the provider, the
recipient may ask that the provider give the recipient explicit notice and warning of any
known hazards or dangers relating to the materials. Before a recipient agrees to indemnify a
provider it will often insist that any indemnification exclude negligence, omission or
misconduct on the part of the provider. In response, the provider may ask that only “gross”
negligence or omissions and “willful” (intentional) misconduct be excluded from the
indemnification; this qualified language limits the extent of the exclusion, because the
egregious behavior has to reach a certain minimal threshold before it is excluded. Finally, if
an agreement requires the recipient to share research results with the provider, the recipient
might ask the provider to indemnify it against the provider’s use of that information.

In the case of a for-profit organization transferring a material to a university, the for-
profit will reasonably expect the university to indemnify and hold it harmless. Many
universities will fairly readily agree to hold the provider harmless, although a small number of
states prohibit their state universities from indemnifying, defending and holding a provider
harmless. Offering a provider indemnification, however, can be problematic for a university
recipient for several reasons. Some state universities can not indemnify third parties because
their state constitutions or laws expressly prohibit them from doing so; sometimes this is
because indemnification is viewed as using or loaning taxpayer money without the permission
of the state legislature. For example, Article 3, Sections 50-52, of the state of Texas
Constitution prohibits the state (and, by extension, the University of Texas) from giving,
lending or pledging “the credit of the State to any person, association or corporation, or make
any grant of public monies to any person, association or corporation without express
authority”. ** If the University of Texas were to indemnify a third party, it would be
considered a misuse of the taxpayer’s money.*® In contrast, Article VIII, Section 5 (“Credit
not to be Loaned”) of the constitution of the state of Washington provides that, “The credit of
the state shall not, in any manner, be given or loaned to, or in aid of, any individual,
association, company or corporation.” Although this language sounds similar to the language
from the Texas Constitution, unlike for Texas, the Washington clause is not interpreted as a
prohibition of against indemnifying third parties.

Not all state universities are limited by state law in their ability to offer
indemnification; for them and for private universities, limits can be placed on the university
by standing orders or policies issuing from their regents or other governing authority. For
example, neither the California constitution nor state law prohibits the University of
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California from indemnifying third parties. In this case standing orders of the Regents of the
University of California limit the extent to which the University can offer indemnification; it
can be offered only in cases for which the Regents have specifically given their approval. *’
Finally, even when they are able to offer full indemnification to providers, some universities
are reluctant to do so, citing the lack of financial resources to obligate themselves to such a
burden.

Even in the cases where universities are prohibited from offering broad
indemnification, many can and will indemnify third parties to the extent that negligence,
misconduct, or omissions on the part of the university, its employees and students caused the
alleged damage at issue, although some have a strong preference for gross negligence, willful
misconduct or omissions. In contrast, some universities are able to indemnify against
negligence, misconduct, and omission, but not against willful (that is, intentional) misconduct
or omission. For example, Washington state law does authorize the University Regents to
indemnify its personnel and students against liability arising out of their university
performance, duties or employment;* the Regents provide this indemnification, but only if
the indemnified personnel perform their duties in a good faith manner. * If the employees
deliberately misbehaved, then those employees would not be indemnified by the University.
(The University could still be held legally accountable for the mishap, but it would be through
another device of law other than indemnification.)

The following four paragraphs provide useful options when compromise is needed to
find mutually acceptable terms between a provider and a recipient:

“The University will defend, indemnify, and hold harmless the Provider, its
officers, employees and agents against any and all liability due to and in
proportion to the acts or omissions of the University resulting from the
University’s use of the Materials.”

“The parties agree to defend, indemnify, and hold each other harmless from
and against any loss, claim, or damage arising from the negligent acts or
omissions of their respective officers, employees, students, or agents in the
performance of their duties under this agreement. This

indemnification clause will survive the termination of this Agreement.”

“The University will defend, indemnify, and hold harmless the Provider, its
officers, employees and agents against any and all liability arising from the
negligent acts or omissions of University officers, employees, students, or
agents to the extent permitted by (cite relevant statute).”

“The University will defend, indemnify, and hold harmless the Provider, its
officers, employees and agents against any and all liability only if the
University is solely, grossly negligent in the conduct of the research with the
Material.”

Sometimes indemnification will be provided if certain conditions are met, such as one
party notifying the other as soon as it becomes aware of a claim against it. Other conditions
might include the parties cooperating with in its defense of the claim, or the not settling a
claim without first obtaining the permission of the other party.

In cases where the university is the provider (of the material) and a company is the
recipient, some universities may agree to reciprocal indemnification language as in the second
example above (“The parties agree to defend, indemnify, and hold each other harmless...”).
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However, many universities will press strongly for full indemnification by the company
recipient, reasoning that: they cannot control what a company might do with the university
material once they have it; the company might, if it incorporates the material into a product or
uses the material to develop a product, increase the university’s liability; and, because of their
financial structure and insurance policies, companies can often take on the burden of broad
indemnification. An example from an ATCC template MTA (last updated September 8§,
2003) follows:

“Purchaser hereby agrees to indemnify, defend and hold harmless ATCC and
its contributors against all third party claims, losses, expenses and damages
(including reasonable attorneys' fees) arising out of or relating to the use,
receipt, handling, storage, transfer, disposal and other activities relating to the
Material, Replicates or Derivatives. All non-monetary settlements will be
subject to ATCC's consent.”°

Finally, in non-profit to non-profit transfers, indemnification clauses are generally
agreed upon with minimal challenges. Non-profits are usually more understanding of the
limitations of other non-profits in the area of indemnification, and in the spirit of collegiality
sometimes accept less than what they might prefer.

Export Control. Although it does not usually come up in the context of biomaterials
MTAs and BMLs, it is useful to keep in mind that the U.S. imposes restrictions on the export
of certain technology and information, particularly since laboratory personnel often include
non-U.S. citizens. While export controls have historically been concerned with areas such as
high tech electronics and military defense technology, the threat of bioterrorism has caused
increasing scrutiny of the transfer of biomaterials such as bacterial and virus samples.

Useful export control clauses as they might be used in an MTA or BML context
include:

“Provider agrees to identify in writing any technical data subject to U.S. export
laws and regulations that it provides to Recipient under this agreement.
Recipient agrees that such technical data will not be provided to foreign
nationals or be shipped or transmitted outside the United States without
appropriate U.S. Government authorization.”"

or

“Recipient hereby agrees that, to the best of its ability, it will comply with all
U.S. export control laws and regulations with respect to the release or
distribution of any information or materials provided by Provider to
Recipient.”?
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V. CONCLUSION

Sharing of materials continues to be an active issue in the research and licensing field.
Finding balance between research freedom, business goals, and society’s needs is an
imperfect art that requires negotiators and institutions to exhibit strength, grace and flexibility.
By seeking to understand the needs and concerns of the other party, and taking into account
common practices as well as laws and policies that apply, two parties usually can come to an
arrangement that enables materials to be shared, profits to be made, and society to be
advanced.
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ABBREVIATIONS

ATCC - American Type Culture Collection
BML — Biomaterials License

COGR - Council on Government Relations
FOIA — Freedom of Information Act

MRA — material transfer agreement

NERF — non-exclusive royalty-free

NIH — National Institutes of Health

OEDC - Organisation for Economic Co-Operation and Development
PI - principle investigator

R&D — research and development

TTO - technology transfer office

UBIT — Unrelated Business Income Tax

UBMTA - Uniform Biological Materials Transfer Agreement
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FOOTNOTES

' As used in the context of this report, a “grantee” is an institution that receives a grant of
research funding from the federal government. Government research grants are made to non-
profit research groups and small businesses, and the law gives these two groups of grantees
the same rights and responsibilities as universities.

2 Ferguson, Steven M. “Products, Partners, and Public Health: Transfer of Biomedical
Technologies from the U.S. Government”. The Journal of Biolaw and Business, Vol. 5(2), pp
35-39. 2002. For a comparison of U.S. versus Japan support for R&D, Ferguson
recommends Kneller, Robert.  “Intellectual Property Rights and University-Industry
Technology Transfer in Japan™. Science and Public Policy, Vol. 26(2), pp 113-124. 1999.

3 The Bayh-Dole act may be referred to as PL No. 96-517 or 35 U.S.C. §§ 200-212, with or
without mention of 37 CFR 401.1-.14.

Explanation of PL No. 96-517. “PL” stands for Public Law; a Public Law is an act of
Congress. The “96” refers to the 96™ Congress, which passed the Bayh-Dole legislation, and
“517” means that Bayh-Dole was the 517" act of the 96" Congress. Public laws are
organized chronologically.

Explanation of 35 U.S.C. §§ 200-212. “U.S.C.” stands for United States Code; the
United States Code is a collection of laws organized by subject. In the U.S.C., the Bayh-Dole
law is found in Title 35, Sections 200-212.

Explanation of 37 CFR 401.1-.14. “CFR” stands for Code of Federal Regulations, the
organized collection of rules and regulations (sometimes called “administrative law”)
published in the Federal Register by the executive departments and agencies of the U.S.
federal government. The Federal Register is a federal government publication that contains
most routine publications and public notices of government agencies. While the P.L. and
U.C.C. collections state the law, the CFR explains how the law will be put into practice.

The text of Public Law No. 96-517, the Bayh-Dole Act, can be found at
http://uscode.house.gov/search/criteria.shtml (Office of the Law Revision Counsel, U.S.
House of Representatives, Title 35 (Patents), Part II (Patentability of Inventions and Grants of
Patents), Chapter 18 (Patent Rights in Inventions Made with Federal Assistance.

For an excellent overview of technology transfer in general, see the Council on Government
Relations (“COGR”) 1995 publication “A4 Review of University Industry Research
Relationships” (http://www.cogr.edu/).

* The University of California-Los Angeles’s Office of Intellectual Property reports a four-
fold increase in the number of MTAs it handles yearly over the past ten years, from 161
(1996) to 663 (2006). See http://www.research.ucla.edu/mta/

>For a good general overview of MTAs, see COGR’s “Materials Transfer in Academia 2002”
http://www.cogr.edu/docs/MTA _Final.pdf;also http://www.cogr.edu/

% For an interesting research report on the sharing of research materials amongst geneticists

and other scientists, see Campbell, et al., “Data Withholding in Academic Genetics”. Journal
of the American Medical Association, Vol. 287(4), pp473-480. 2002.
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¥ Such repositories include the non-profits American Type Culture Collection (for, among
other things, cell lines and bacterial samples) and Jackson Laboratories (for genetically
engineered mice).

? See Campbell, Paullete Walker. “Pacts Between Universities and Companies Worry Federal
Officials: Research agencies fear that the restrictions in some agreements may impede
scientific progress” The Chronicle of Higher Education, May 15, 1998.

1% See Report of the National Institutes of Health (NIH) Working Group on Research Tools,
Presented to the Advisory Committee to the Director, June 4, 1998
http://biotech.law.lsu.edu/research/fed/NIH/researchtools/Report98.htm

' See http://ott.od.nih.gov/policy/rt_guide final.html, “PRINCIPLES AND GUIDELINES
FOR RECIPIENTS OF NIH RESEARCH GRANTS AND CONTRACTS ON OBTAINING
AND DISSEMINATING BIOMEDICAL RESEARCH RESOURCES: FINAL NOTICE”

12 See http://ott.od.nih.gov/pdfs/64FR28205.pdf, Federal Register / Vol. 64, No. 100 /
Tuesday, May 25, 1999 / Notices 28205

PSee http://ott.od.nih.gov/policy/rt_guide_final.html#use, “Simple Letter Agreement”

' See http://www.cogr.edu/docs/ResearchTools.htm, “Guidance to Campuses on NIH
“PRINCIPLES AND GUIDELINES FOR RECIPIENTS OF NIH RESEARCH GRANTS
AND CONTRACTS ON OBTAINING AND DISSEMINATING BIOMEDICAL
RESEARCH RESOURCES:”

1> See Russo, Eugene. “Regulating Researchers' 'Picks and Shovels": Scientists continue to
review NIH research tool guidelines” The Scientist 14(9) p. 8. 2000.

'® See Dove, Alan. “When Science Rides the MTA.” The Journal of Clinical Investigation,
Vol. 110(4), pp 425-427.

7 Ferguson, S.M. and Kim, J.P. “Distribution and Licensing of Drug Discovery Tools — NIH
Perspectives.” www.drugdiscoverytoday.com Vol.7(21) pp 1102-1106, 2002.

'® Streitz, W.D. and Bennett, A.B. “Material Transfer Agreements: A University Perspective”.
Plant Physiology, Vol. 133, pp. 10—13, 2003.

' Excerpt from http://books.nap.edu/execsumm_pdf/10613.pdf, Sharing Publication-Related
Data and Materials: Responsibilities of Authorship in the Life Sciences. National Academy of
Sciences

* See http://www.oecd.org/dataoecd/7/42/1949083.pdf, Short Summary Report of the
Workshop on Genetic Inventions, Intellectual Property Rights and Licensing Practices.

2See http://www.oecd.org/dataoecd/42/21/2491084.pdf, “Genetic Inventions, Intellectual
Property Rights and Licensing Practices: Evidence and Policies - (English) «

2 For example, as of October 1, 2004, the NIH requires submission of a plan for sharing
model organisms developed with federal funding as part of certain grant applications. The
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NIH Statement on Sharing and Distributing Mouse Resources can be found at
http://www.nih.gov/science/models/mouse/sharing/, and a sample plan at
http://www.nih.gov/science/models/mouse/sharing/3.html

> See http://sciencecommons.org/;
http://sciencecommons.org/projects/licensing/background.html;
http://sciencecommons.org/projects/licensing/index.html

?* See Harvard Office of Technology Development: http://www.techtransfer.harvard.edu/
Material Transfer Information: http://www.techtransfer.harvard.edu/MaterialXfer.html

 See Massachusetts Institute of Technology MATERIAL TRANSFER POLICY
http://web.mit.edu/ipcounsel/mta.html

26 See http://www.techtransfer.harvard.edu/InfoForIndustry html#TechnologyLicensing

*" The term “outgoing MTA” means an MTA governing a material is being sent out of the
organization to another, unrelated organization.

B See http://www.techtransfer.harvard.edu/MTA-SimpleLtr.html

* The term “incoming MTA” means an MTA governing a material that is being received by
the organization from another, unrelated organization.

39 See http://www.techtransfer.harvard.edu/MissionStatement.html)

31 An example of compliance with laws language: “Licensee agrees in its use of the Material
to comply with all applicable statutes, regulations and guidelines, including those of the
Public Health Service and the University regulations and guidelines.”

32 Insurance clauses usually have two parts. The first part describes what kind of insurance
the licensee must have, for example: “Insurance. Licensee must maintain general liability
insurance including product liability and contractual liability coverage of at least one million
dollars ($1,000,000) that must be in effect no later than the date of the first human clinical
testing of Licensed Subject Matter. Licensee’s general liability insurance must name (name
of the licensor) as an additional insured. Licensee must declare whether the insurance is
provided on a “claims-made” form and must notify (name of the licensor) if coverage is
canceled. The second part describes how the licensee must prove that it actually has the
insurance required in the first part, for example: “Proof of Coverage. Licensee must provide
to (name of the licensor) within thirty (30) days prior to the initiation of human clinical trials
with respect to Licensed Subject Matter certificates evidencing the existence of the insurance
required under this section. Licensee must issue irrevocable instructions to its insurance agent
and to the issuing company to notify (name of the licensor) of any discontinuance or lapse of
such insurance not less than thirty (30) days prior to the time that any such discontinuance or
lapse is due to become effective. Licensee must provide (name of the licensor) a copy of such
instructions upon their transmittal to the insurance agent and issuing company. Licensee must
further provide (name of the licensor), at least semi-annually, proof of continued coverage.

33 Examples of disposal of material language include:
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In the case of a BML. “By executing this Letter of Termination, (Licensee’s name)
terminates the Non-Exclusive Biomaterial License between (Licensee’s name) and the
Licensor, effective (effective date of the license or evaluation license). In executing this
Letter of Termination, (Licensee’s name) warrants that all Material provided under the
aforementioned Non-Exclusive Biomaterial License have been destroyed in accordance with
local, state and federal law.”

In the case of a Biomaterials Evaluation Agreement. “By executing this Letter of
Termination, (Licensee’s name) terminates the Non-Exclusive Biomaterial Evaluation
Agreement between (Licensee’s name) and the Licensor, effective (effective date of the
license or evaluation license). In executing this Letter of Termination, (Licensee’s name)
indicates that it does not wish to seek a commercialization license from the Licensor for the
Material (as defined below) and warrants that all Material provided under the aforementioned
Non-Exclusive Biomaterial Agreement have been destroyed in accordance with local, state
and federal law.

3% To exercise the option, the usual time limit is 90 days from the day the recipient gives the
provider written notice that an invention has been mad. To negotiate the exclusive license, a
the usual time period is 3 to 6 months after the option is exercised; during this time both
parties must make good faith efforts to negotiate a license. If the parties cannot conclude the
license by six months, the recipient should be free to offer the invention to others for license.

33 Again, setting financial terms before the invention has actually been made may cause the
non-profit recipient to run afoul of the Unrelated Business Income Tax laws.

3% This is to protect the recipient institution in case the recipient researcher uses the provider’s
material in research where certain rights have already been promised to a third party. This
can happen if the researcher uses the material in research being funded by another for-profit
organization, or if the researcher uses two or more materials provided under MTAs from two
or more for-profit entities.

37 See http://grants.nih.gov/grants/policy/nihgps_2003/NIHGPS_Part5.htm, “Availability of
Information” and “The Freedom of Information Act”; additional information is available at
Additional information is available on the NIH website at
http://grants.nih.gov/grants/policy/data_sharing/index.htm.  (Also see ‘“Administrative
Requirements—Availability of Research Results: Publications, Intellectual Property Rights,
and Sharing Research Resources.”)

*For example, the state of Washington; see Chapter 42.56 RCW, “Public Records”.
See also http://apps.leg.wa.gov/RCW/default.aspx?cite=42.56, “Requests for Public
Records™:
Washington law (Chapter 42.56 RCW) requires that, upon request, identifiable public
records be made immediately available for public inspection and copying. In addition,
records that are exempt by law may be withheld from public disclosure. Exemptions are
generally intended to prevent acts of privacy invasion and for personal or commercial gain.
Exemptions include, but are not limited to:
e Information regarding agency personnel, such as social security numbers, home
phone numbers, home addresses, resumes and employment applications.
e Investigative records relating to current enforcement.
e Examination test scores.
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e Data, if disclosed could result in private gain and/or public loss.
e Correspondence between agency staff and the Attorney General's Office.

e Information whose release would constitute an invasion of privacy as defined in
(RCW 42.17.2551[2)).

**In making this evaluation the university may take into consideration how many research
funding contracts the researcher recipient has for his laboratory, and whether those funding
sources are the federal government, non-profit organizations, or for-profit entities. The
university also may review what other materials are in the laboratory that have come into the
university under restrictive MTAs. The university may consider its perception of how
responsibly the recipient researcher has used materials or funding received from outside
sources in the past.

0 If pressed, a university might agree to a company having the right to approve publication
with the qualifier “such approval not to be unreasonably withheld.”

*! For more information, see Sharing Publication-Related Data and Materials: Responsibilities
of Authorship in the Life Sciences” at http://www.nap.edu/catalog/10613.html

%2 For more information on the Cre-lox case see Russo, E. “Technology Transfer Pact Could
Be A Model for Future Agreements” The Scientist, Vol. 12(18), pg 1, 1998 at http://www.the-
scientist.com/article/display/18192/

“ from Heidi Henning, “Negotiating the Material Transfer Agreement”. National
Association of College and University Attorneys, November 2004

* from Heidi Henning, “Negotiating the Material Transfer Agreement”. National
Association of College and University Attorneys, November 2004

* The Texas Tort Claims Act (Chapter 101, Texas Civil Practice and Remedies Code)
provides a waiver of the State of Texas' sovereign immunity with respect to liability and suits
against governmental units like The University of Texas System and its component
institutions for property damage and personal injury (including death) proximately caused by
the wrongful act or omission or the negligence of an employee acting within the scope of his
or her employment. But, the property damage, injury, or death must have arisen out of the
operation or use of a motor vehicle or motor-driven equipment or the condition or use of other
personal or real property. Section 101.021. See
http://tlo2.tlc.state.tx.us/txconst/articles/cn000300.html and
http://www.utsystem.edu/ogc/intellectualproperty/indins.htm.

* The University of Texas’s website contains links to useful language and discussions of
indemnification from the University’s perspective; start at
http://www.utsystem.edu/ogc/intellectualproperty/INDCKLST.HTM

* See http://www.universityofcalifornia.edu/regents/bylaws/so1004.html, Standing Order
100.4(dd)(9) “Except as otherwise specifically provided in the Bylaws and Standing Orders,
the President is authorized to execute on behalf of the Corporation all contracts and other
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documents necessary in the exercise of the President's duties, including documents to solicit
and accept pledges, gifts, and grants, except that specific authorization by resolution of the
Board shall be required for documents which involve or which are: (9) Agreements by which
the University assumes liability for conduct of persons other than University officers, agents,
employees, students, invitees, and guests. In circumstances where it is deemed necessary by
the President, in consultation with the General Counsel, to indemnify non-University persons
who have agreed at the University's request to serve as advisors on operational matters for
conduct within the scope of their role as advisors, the President is authorized to provide for
defense and indemnification. This restriction does not apply to agreements under which the
University assumes responsibility for the condition of property in its custody.”

* RCW 28B.20.250, “Liability Coverage of University Personnel and Students”, states: “The
board of regents of the University of Washington, subject to such conditions and limitations
and to the extent it may prescribe, is authorized to provide by purchase of insurance, by self-
insurance, or by any combination of arrangements, indemnification of regents, officers,
employees, agents, and students from liability on any action, claim, or proceeding instituted
against them arising out of the performance or failure of performance, of duties for or
employment with the university, or of responsibilities imposed by approved programs of the
university, and to hold such persons harmless from any expenses connected with the defense,
settlement, or payment of monetary judgments from such action, claim, or proceeding.”

* See standing orders of the Regents of the University of Washington, Volumel, Chapter 1,
http://www.washington.edu/faculty/facsenate/handbook/Volume]l.html

3 See http://www.atcc.org/common/documents/mta/mta.cfm, “Material Transfer Agreement”
Last Updated September 8, 2003”

°! Heidi Henning, “Negotiating the Material Transfer Agreement”. National Association of
College and University Attorneys, November 2004

>? Heidi Henning, “Negotiating the Material Transfer Agreement”. National Association of
College and University Attorneys, November 2004
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MASTER AGREEMENT REGARDI NG USE OF THE
UNI FORM Bl OLOG CAL MATERI AL TRANSFER AGREENMENT
dated March 8, 1995

Upon execution of an Inplenenting Letter in the formattached, which specifies
the materials to be transferred, this organi zation agrees to be bound by the
terms of the attached Uniform Bi ol ogi cal Material Transfer Agreenent ("UBMA")
published in the Federal Register on March 8, 1995.

Attachnents: UBMIA
| mpl enenti ng Letter

Organi zat i on:

Addr ess:

Aut hori zed O ficial:

Title:

Si gnat ur e: Dat e:

Pl ease return an executed copy of this Master Agreenent to:
The UBMTA Proj ect
Associ ation of University Technol ogy Managers (AUTM
60 Revere Drive, Suite 500
Nor t hbrook, 1L 60062

AUTM wi || be maintaining signed originals and the official list of signatory
or gani zat i ons.
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THE UNI FORM Bl OLOG CAL MATERI AL TRANSFER AGREEMENT

(dated March 8, 1995)

Definitions:

1.

10.

PROVI DER:  Organi zation providing the ORIA NAL MATERIAL. The
nane and address of this party will be specified in an inplenenting
letter.

PROVI DER SCI ENTI ST:  The nanme and address of this party will be
specified in an inplenmenting letter.

RECI PI ENT: Organi zation receiving the ORIG NAL MATERIAL. The nane
and address of this party will be specified in an inplenenting
letter.

RECI PI ENT SCI ENTI ST:  The name and address of this party will be
specified in an inplenmenting letter.

ORI G NAL MATERI AL: The description of the material being
transferred will be specified in an inplenenting letter.

MATERI AL: ORI G NAL MATERI AL, PROGENY, and UNMODI FI ED DERI VATI VES.
The MATERI AL shall not include: (a) MODIFICATIONS, or (b) other
subst ances created by the RECH PIENT through the use of the MATERI AL
whi ch are not MODI FI CATI ONS, PROGENY, or UNMODI FI ED DERI VATI VES.

PROGENY: Unnodified descendant fromthe MATERI AL, such as virus
fromvirus, cell fromcell, or organi smfrom organi sm

UNMODI FI ED DERI VATI VES:  Subst ances created by the RECI Pl ENT which
constitute an unnodified functional subunit or product expressed by
the ORI G NAL MATERI AL. Some exanpl es include: subcl ones of

unnodi fied cell lines, purified or fractionated subsets of the

ORI G NAL MATERI AL, proteins expressed by DNA/ RNA supplied by the
PROVI DER, or nonocl onal antibodi es secreted by a hybridonma cell
['ine.

MODI FI CATI ONS:  Subst ances created by the REC Pl ENT which
cont ai n/incorporate the MATERI AL.

COMMERCI AL PURPCSES: The sale, |ease, license, or other transfer of
the MATERI AL or MODIFI CATIONS to a for-profit organization.
COMMERCI AL PURPCSES shal | al so include uses of the MATERI AL or

MODI FI CATI ONS by any organi zation, including RECH PIENT, to perform
contract research, to screen conpound libraries, to produce or
manuf act ure products for general sale, or to conduct research
activities that result in any sale, |ease, license, or transfer of
the MATERI AL or MODIFI CATIONS to a for-profit organization.
However, industrially sponsored academ c research shall not be
consi dered a use of the MATERI AL or MJIDI FI CATI ONS for COMVERCI AL
PURPCSES per se, unless any of the above conditions of this
definition are net.
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11.

NONPROFI T ORGANI ZATION(S): A university or other institution of

hi gher education or an organi zation of the type described in section
501(c)(3) of the Internal Revenue Code of 1954 (26 U.S.C. 501(c))
and exenpt fromtaxation under section 501(a) of the Internal
Revenue Code (26 U.S.C. 501(a)) or any nonprofit scientific or
educati onal organization qualified under a state nonprofit

organi zation statute. As used herein, the term al so includes

gover nment agenci es.

Terns _and Conditions of this Agreenent :

1.

The PROVI DER retains ownership of the MATERI AL, including any
MATERI AL cont ai ned or incorporated in MODI Fl CATI ONS.

The RECI PI ENT retai ns ownership of: (a) MODIFI CATI ONS (except that,
t he PROVI DER retains ownership rights to the MATER AL i ncl uded
therein), and (b) those substances created through the use of the
MATERI AL or MCDI FI CATI ONS, but which are not PROGENY, UNMODI FI ED
DERI VATI VES or MODI FI CATIONS (i.e., do not contain the ORI G NAL
MATERI AL, PROGENY, UNMCDI FI ED DERI VATIVES). |f either 2(a) or 2(b)
results fromthe collaborative efforts of the PROVIDER and the

RECI Pl ENT, joint ownership nmay be negoti at ed.

The RECI PI ENT and the RECI PI ENT SCI ENTI ST agree that the NMATERI AL:

(a) is to be used solely for teaching and academ c research
pur poses;

(b) wi Il not be used in human subjects, in clinical trials, or for
di agnosti c purposes invol ving human subjects w thout the
witten consent of the PROVIDER

(c) is to be used only at the RECI PI ENT organization and only in
the RECI PI ENT SCIENTI ST's | aboratory under the direction of
t he RECI PI ENT SCI ENTI ST or ot hers working under his/her direct
supervi si on; and

(d) will not be transferred to anyone el se within the REC Pl ENT
organi zati on without the prior witten consent of the
PROVI DER.

The RECI PI ENT and the RECI PI ENT SCI ENTI ST agree to refer to the
PROVI DER any request for the MATERI AL from anyone ot her than those
persons wor ki ng under the RECI PI ENT SCI ENTI ST' s direct supervision.
To the extent supplies are avail able, the PROVIDER or the PROVI DER
SClI ENTI ST agrees to nmake the MATERI AL avail able, under a separate
inplenenting letter to this Agreenent or other agreenment having
terms consistent with the ternms of this Agreenent, to other
scientists (at |east those at NONPROFI T ORGANI ZATION(S) who wish to
replicate the RECI PIENT SCl ENTI ST's research; provided that such

ot her scientists reinburse the PROVIDER for any costs relating to
the preparation and distribution of the MATERI AL.

(a) The RECI PI ENT and/or the RECI PI ENT SCI ENTI ST shall have the

right, without restriction, to distribute substances created
by the RECIPIENT through the use of the ORI G NAL MATERI AL only
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i f those substances are not PROGENY, UNMODI FI ED DERI VATI VES,
or MODI FI CATI ONS.

(b) Under a separate inplementing letter to this Agreenment (or an
agreenent at |east as protective of the PROVIDER s rights),
the RECI Pl ENT may distribute MODI FI CATIONS to NONPROFI T
ORGANI ZATI ON(S) for research and teachi ng purposes only.

(c) Wthout witten consent fromthe PROVIDER, the RECI Pl ENT
and/ or the RECI PI ENT SCI ENTI ST may NOT provi de MODI FI CATI ONS
for COWERCI AL PURPOCSES. It is recognized by the RECI Pl ENT
that such COMMERCI AL PURPCSES may require a commercial |icense
fromthe PROVI DER and the PROVI DER has no obligation to grant
a comercial license to its ownership interest in the MATERI AL
i ncorporated in the MODIFI CATIONS. Nothing in this paragraph,
however, shall prevent the RECH PIENT from granting commerci al
licenses under the RECIPIENT's intellectual property rights
cl ai m ng such MODI FI CATI ONS, or net hods of their manufacture
or their use.

The RECI PI ENT acknow edges that the MATERIAL is or may be the
subject of a patent application. Except as provided in this
agreenent, no express or inplied licenses or other rights are
provided to the RECIPI ENT under any patents, patent applications,
trade secrets or other proprietary rights of the PROVIDER, including
any altered forms of the MATERI AL nmade by the PROVIDER. In
particular, no express or inplied |licenses or other rights are
provided to use the MATERI AL, MODI FI CATIONS, or any rel ated patents
of the PROVI DER for COMMERCI AL PURPOSES.

If the RECIPIENT desires to use or |icense the MATERI AL or

MODI FI CATI ONS for COMVERCI AL PURPCSES, the RECI Pl ENT agrees, in
advance of such use, to negotiate in good faith with the PROVIDER to
establish the terns of a commercial license. It is understood by
the RECI PI ENT that the PROVIDER shall have no obligation to grant
such a license to the RECI PIENT, and may grant excl usive or non-

excl usive commercial licenses to others, or sell or assign all or
part of the rights in the MATERIAL to any third party(ies), subject
to any pre-existing rights held by others and obligations to the
Federal Covernnent.

The RECIPIENT is free to file patent application(s) claimng

i nventions made by the RECI Pl ENT through the use of the MATERI AL but
agrees to notify the PROVIDER upon filing a patent application

cl ai m ng MODI FI CATI ONS or net hod(s) of manufacture or use(s) of the
MATERI AL.

Any MATERI AL delivered pursuant to this Agreenment is understood to
be experinental in nature and nmay have hazardous properties. The
PROVI DER MAKES NO REPRESENTATI ONS AND EXTENDS NO WARRANTI ES OF ANY
KIND, ElI THER EXPRESSED OR | MPLI ED. THERE ARE NO EXPRESS OR | MPLI ED
WARRANTI ES OR MERCHANTABI LI TY OR FI TNESS FOR A PARTI CULAR PURPGCSE,
OR THAT THE USE OF THE MATERI AL WLL NOR | NFRI NGE ANY PATENT,

COPYRI GHT, TRADEMARK, OR OTHER PROPRI ETARY Rl GHTS.
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10.

11.

12.

13.

14.

Except to the extent prohibited by |law, the RECI Pl ENT assunes all
liability for damages which nmay arise fromits use, storage or

di sposal of the MATERIAL. The PROVIDER will not be liable to the
RECI Pl ENT for any |oss, claimor demand made by the RECI Pl ENT, or
made agai nst the RECI PIENT by any other party, due to or arising
fromthe MATERI AL by the RECI Pl ENT, except to the extent permtted
by | aw when caused by the gross negligence or willful m sconduct of
t he PROVI DER.

Thi s agreenent shall not be interpreted to prevent or del ay
publication of research findings resulting fromthe use of the
MATERI AL or the MODI FI CATIONS. The RECI PI ENT SCl ENTI ST agrees to
provi de appropriate acknow edgenment of the source of the MATERI AL in
all publications.

The RECI PI ENT agrees to use the MATERI AL in conpliance with all
applicable statutes and regul ations, including Public Health

Service and National Institutes of Health regul ati ons and guidel i nes
such as, for exanple, those relating to research involving the use
of animals or reconbi nant DNA.

This Agreenent will term nate on the earliest of the foll ow ng
dates: (a) when the MATERI AL becones generally available fromthird
parties, for exanple, through reagent catal ogs or public
depositories, or (b) on conpletion of the RECI PIENT' s current
research with the MATERIAL, or (c) on thirty (30) days witten
notice by either party to the other, or (d) on the date specified in
an inplenenting letter, provided that:

(i) if term nation should occur under 13(a), the RECI Pl ENT shall
be bound to the PROVIDER by the | east restrictive terns
applicable to the MATERI AL obtained fromthe then-avail able
sources; and

(ii) if termnation should occur under 13(b) or (d) above, the
RECI PI ENT wi || discontinue its use of the MATERIAL and will,
upon direction of the PROVIDER, return or destroy any
remai ning MATERIAL. The RECIPIENT, at its discretion, wll
al so either destroy the MODI FI CATIONS or remain bound by the
terms of this agreenent as they apply to MDD FI CATI ONS; and

(iii) in the event the PROVIDER term nates this Agreenment under
13(c) other than for breach of this Agreenent or for cause
such as an immnent health risk or patent infringenment, the
PROVIDER wi || defer the effective date of termnation for a
period of up to one year, upon request fromthe RECI PIENT, to
pernmt conpletion of research in progress. Upon the effective
date of term nation, or if requested, the deferred effective
date of termination, RECIPIENT will| discontinue its use of the
MATERI AL and will, upon direction of the PROVIDER, return or
destroy any remai ning MATERIAL. The RECI PIENT, at its
di scretion, will also either destroy the MDD FI CATIONS or
remai n bound by the terns of this agreenent as they apply to
MODI FI CATI ONS.

Par agraphs 6, 9, and 10 shall survive termnation.
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15. The MATERIAL is provided at no cost, or with an optional transmttal
fee solely to reinburse the PROVIDER for its preparation and

distribution costs. |If a fee is requested by the PROVIDER, the
amount will be indicated in an inplenmenting letter.
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UBMTA | MPLEMENTI NG LETTER

The purpose of this letter is to provide a record of the biological material transfer, to nenorialize the
agreenent between the PROVI DER SCI ENTI ST (identified bel ow) and the RECI PI ENT SCIENTI ST (identified below) to
abide by all terns and conditions of the Uniform Biological Mterial Transfer Agreenment ("UBMIA") published in
the Federal Register on March 8, 1995, and to certify that the RECIPIENT (identified bel ow) organization has
accepted and signed an unnodified copy of the UBMIA. The RECI Pl ENT organi zation's Authorized Oficial also wll
sign this letter if the RECIPIENT SCIENTIST is not authorized to certify on behalf of the RECI Pl ENT

organi zati on. The RECI PI ENT SCI ENTI ST (and the Authorized O ficial of RECIPIENT, if necessary) should sign both
copies of this letter and return one signed copy to the PROVIDER The PROVI DER SCI ENTI ST will forward the
material to the RECI Pl ENT SCl ENTI ST upon receipt of the signed copy fromthe RECI Pl ENT organization. This

I npl ementing Letter is effective when signed by all parties. The parties executing this inplenenting Letter
certify that their respective organi zati ons have accepted and signed an unnodified copy of the UBMIA, and
further agree to be bound by the terms, for the transfer specified above. Please fill in all of the blank lines
bel ow:

1. ORIG NAL MATERI AL (Enter description)

2. Optional Termi nation Date: 3. Optional Transmittal Fee (to reinburse the PROVI DER
for preparation and distribution costs)
Amount: $

4. PROVI DER (Organi zation providing the ORIG NAL MATERI AL)

a. Nane of Organization:

b. Street Address:

c. City/State/Zi p+4:

5. PROVI DER SCI ENTI ST

a. Nanme and Title:

b. Street Address:

c. City/State/Zi p+4:

d. Signature Dat e:

6. RECI PI ENT SCI ENTI ST

a. Nanme and Title:

b. Street Address:

c. City/State/Zi p+4:

d. Signature Dat e:

7. RECI PI ENT ORGANI ZATI ON CERTI FI CATI ON (Organi zation receiving the ORI G NAL MATERI AL)

| hereby certify that the RECI Pl ENT organi zati on has accepted and signed an unnodified copy of the
UBMTA (may be the RECI PI ENT SCIENTI ST if authorized by the RECIPI ENT organization).
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Name and Title:

Street Address:

City/ Statel Zi p+4:

Si gnature

Name and Title:

Dat e:
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UBMTA IMPLEMENTING LETTER

The purpose of this letter is to provide a record of the biological materia transfer, to memorialize the
agreement between the PROVIDER SCIENTIST (identified below) and the RECIPIENT SCIENTIST
(identified below) to abide by all terms and conditions of the Uniform Biological Materia Transfer
Agreement ("UBMTA”) March 8, 1995, and to certify that the RECIPIENT (identified below)
organization has accepted and signed an unmodified copy of the UBMTA. The RECIPIENT organization's
Authorized Official aso will sign this letter if the RECIPIENT SCIENTIST is not authorized to certify on
behalf of the RECIPIENT organization. The RECIPIENT SCIENTIST (and the Authorized Official of
RECIPIENT, if necessary) should sign both copies of this letter and return one signed copy to the
PROVIDER. The PROVIDER SCIENTIST will forward the material to the RECIPIENT SCIENTIST
upon receipt of the signed copy from the RECIPIENT organization. This Implementing Letter is effective
when signed by all parties. The parties executing this Implementing Letter certify that their respective
organizations have accepted and signed an unmodified copy of the UBMTA, and further agree to be bound
by itsterms, for the transfer specified above. Pleasefill in al of the blank lines bel ow:

[ 1. ORIGINAL MATERIAL (Enter Description) |

2. Optiona Termination Date: 3. Optional Transmittal Fee (to reimberuse the PROVIDER
for perparation and distribution costs):
Amount: $

| 4. PROVIDER (Organization providing the ORIGINAL MATERIAL)
Name of Organization:

Street Address:
City/State/Zip Code:

| 5. PROVIDER SCIENTIST
Name and Title:

Street Address:
City/State/Zip Code:
Signature: Date:
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RECIPIENT SCIENTIST

Name and Title:

Street Address:

City/State/Zip Code:

Signature: Date:

RECIPIENT ORGANIZATION CERTIFICATION (Organization receiving the ORIGINAL MATERIAL)

| hereby certify that the RECIPIENT organization has accepted and signed an unmodified copy of the
UBMTA (may be the RECIPIENT SCIENTIST if authorized by the RECIPIENT organization)
Name of Organization:

Street Address:

City/State/Zip Code:

Name and Title:

Signature: Date:
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University of Georgia

Background

A Material Transfer Agreement (known as MTA) is a contract governing the transfer of a tangible material from a provider to a recipient. Examples of
tangible materials are plant or microbial cultures, plasmids, nucleotides, proteins and chemicals. In the case of the University of Georgia and the University
of Georgia Research Foundation, Inc. (UGARF) an MTA would be with another university, a non-profit organization or a company.

It is essential that an MTA be put in place before materials are sent to a recipient or accepted from a provider. The purpose of an MTA is to avoid
misunderstanding between the parties and to protect the interests of both parties.

An MTA should address the following topics:

° Description of the material. Provide a description that can be well understood and interpreted at a later date should questions arise about the
identification of the materials.

° Definition of progeny, modifications and derivatives of the material. Because many of the materials being transferred are biological in origin, the
MTA should clarify not only what the material is but also how progeny, modifications and derivatives are governed under the MTA.

° Agreement by the recipient to not transfer the material to any third party. This is fundamental to the reason for having an MTA and would be
expected by any providing party.

° Description defining and limiting the recipient’s use of the material for a specified purpose. Usually, the materials are being provided for
research use only and for a specified field of research. (The University of Georgia Research Foundation, Inc. uses MTAs to provide proprietary
materials to a company in order for the company to determine if it is interested in obtaining a license from UGARF for commercial use.)

° Ownership of data and freedom to publish. Some MTAs from companies will include language granting ownership of the data to the company.
Some of these MTAs also limit the researchers right to publish his/her research results. These terms should not be accepted and can usually
be modified by negotiation.

° Ownership of intellectual property arising from use of the materials. Some MTAs will define the provider as the owner of any intellectual
property developed by use of the materials. Except in unusual circumstances, this is not acceptable and rights to intellectual property should be
determined by inventorship. It is sometime reasonable for a company providing a material to be granted an option to obtain a license to
inventions developed at UGA by use of the company’s material. This option would be granted with restrictions which protect the interest of the
university and comply with appropriate regulations.

[ Reports of the results of the use of the material. It is reasonable for the provider to require a report from the recipient on the results of their use
of the materials.

o Agreement to the legal jurisdiction that governs the agreement. UGARF and UGA cannot agree to any jurisdiction other than the State of
Georgia. We often receive MTAs that require the jurisdiction of the providing party’s state. This can usually be addressed by negotiation.

° Indemnification and liability of the parties. UGARF and UGA cannot agree to indemnify or hold harmless the providing or recipient institution.
This sometimes presents difficulties with companies but we are generally successful in removing that requirement.

° Termination of the agreement and whether the materials should be returned or destroyed by the recipient upon termination. It is desirable to be
explicit about the date of termination and the required disposition of the materials upon termination.

° An MTA may also contain a definition of “confidential information” and include terms that require both parties to protect the confidential
information of the other party. When only information and no material are being transferred it is more appropriate to use a Confidentiality
Agreement.
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Excerpted from http://www.research.ucla.edu/mta/

Material Transfer Agreements (MTA's)

Material transfer agreements can be misunderstood or considered an annoyance,
say officials... Buffalo Case Highlights MTAs [read more] The Scientist

DEFINITION

A Material Transfer Agreement (MTA) is a written agreement entered into by a
provider and a recipient of research material. The purpose of the MTA is to protect
the intellectual and other property rights of the provider while permitting research
with the material to proceed. There are three forms of material transfer that
commonly arise at academic institutions, each calling for different terms and
conditions.

1) Material Transfer Between Academic Institutions

(When academic researchers receive requests from colleagues for samples of
research materials.) Agency sponsors (primarily NIH) often require that research
materials generated from funded research are made available to other researchers.
To comply with federal sponsors' desire for easy access to research materials, the
Uniform Biological Material Transfer Agreement (UBMTA) was developed. The
UBMTA provides a record of the material transfer, and prohibits the recipient from
transferring the material to others without the written consent of the material
provider.

If the academic institution receiving UCLA materials is on the list of signatories to
the UBMTA located at http://www.autm.net/aboutTT/aboutTT umbtaSigs.cfm,
please use this UBMTA form to transfer UCLA research material to another
academic institution. No signature from a UC official is necessary in this case.
PLEASE FORWARD A COPY OF YOUR UBMTA WHEN FULLY-EXECUTED TO
UCLA'S OFFICE OF INTELLECTUAL PROPERTY ADMINISTRATION -- ATT: MTA
TEAM (fax 310-794-1497). If the academic institution is not on the list of signatories
to the UBMTA, please contact one of the MTA team members who will assist in
preparing an MTA for the transfer of your materials to another academic institution.

2) Material Transfer from Industry to UCLA

(When a researcher at UCLA requires materials from a company.) Academic
researchers may seek industrial materials for their research, which will always be
accompanied by an MTA. Because industry frequently has substantial investments
and revenues at stake, an industrial MTA is usually more restrictive than a UBMTA.

MTA's from industry often contain restrictive language in the areas of publication,
patent rights, and licensing. Often, companies want the right to block or edit our right
to publish, which contradicts the concept of academic freedom.

In the area of patents, the company often wishes to own all rights - title and interest -
to inventions arising from the use of the material; a position not acceptable to the
University.

In the area of licensing, companies may ask for a royalty-free, exclusive or non-
exclusive, license to our future patent rights giving us no incentive to file any patents
on the work done with their material.

In short, many of these agreements contain language that must be negotiated!

Please see, Approved University of California MTA Language, for an idea of what is
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considered approvable for an MTA.

3) Material Transfer from UCLA to Industry

(When companies request a research material from UCLA.) Companies often
request samples of research material. These requests are handled in a few different
ways:

i. If the material is not patentable, i.e., the composition is publicly known, a
UBMTA designed for transferring materials from Academia to Industry should be
used. For this type of material transfer, USE THIS AGREEMENT.

ii. If the material is currently patented by UCLA and not yet licensed to industry,
a company may obtain a sample of the material under the following agreement,
which must be signed by an authorized official within the Office of Research
Administration. For this type of material transfer, USE THIS AGREEMENT. This
agreement also allows a company to evaluate their interest in licensing the
technology related to the material.

iii. If the material is not yet patented (or, publicly disclosed) and of possible
commercial value, a material transfer agreement with secrecy provisions may be
required. In these instances, the researcher may need to fill out an invention
disclosure form on the subject material. These types of material transfers will be
handled on a case-by-case basis.

MTA REQUEST FORMS

Each Material Transfer Agreement (MTA) submitted to the UCLA Office of
Intellectual Property requires an MTA Request Form. The information provided in
the Request Form helps expedite the negotiation and completion of your MTA.
Please add your responses directly into the form, or print out and complete a hard
copy version. Once completed, please submit the form to the MTA Team by fax
(310-794-1497) or email (mschultz-akerson@resadmin.ucla.edu).

Incoming Materials - MS Word
Incoming Materials - PDF

Outgoing Materials - MS Word
Outgoing Materials - PDF

e Who is Authorized to Sign an MTA?

Frequently, investigators are required to co-sign the MTA as evidence that they
have read it and will comply with its terms. However, since the MTA is a contract,
the official signature can only come from those at UCLA who are charged with the
task of reviewing them, and who have been delegated authority to bind the Regents
of the University of California contractually.

This authority resides in the Office of Research Administration (ORA) at UCLA,

which is also the office of record [original documents are on record at ORA].
no further obligation to Company/Institution with respect to such Subject Invention."
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CORNELL UNIVERSITY — OFFICE OF SPONSORED PROGRAMS
MATERIAL TRANSFER AGREEMENT STATEMENT

INVESTIGATOR requesting material:

Academic Title:

Administering Unit:

Location of where the Material will be used:

Telephone Number: Email address:

PROVIDER supplying Material:

Street Address:

City: State: Zip code:

Telephone Number: Email address:

AUTHORIZED REPRESENTATIVE of the Provider:
Name:

Street Address:

City: State: Zip code:

Telephone Number: Email address:

Is this Provider a sole source provider for the material? []Yes [ ] No

Identify the Material(s) being transferred and provide a brief lay description of the proposed use:

Material(s) will be utilized during the period

What source(s) of funding will be used to support the research?
Sponsor:

Project title:

Grant Number:

OSP Number (if known):

What is the intended use or purpose for the materials? Please check all that apply:

system) for the providing organization.

The material(s) will be the actual subject of the research.

The material(s) are a tool, kit, or instrument that will be used in the conduct of research.
Progeny, unmodified derivatives, or descendant copies will be made from the materials.

The material(s) will be modified or will be used to produce modified derivatives.

dissertation.

O Oooodgo o

other materials and provider(s):

OSP # PROVIDER MATERIAL

The material(s) will be provided for the purpose of product testing and evaluation (i.e., testing an expression

There is a possibility that the work involving this Material will be included in a graduate student’s thesis or

The material(s) will be used in conjunction with other materials received from a third party. If checked, identify
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Are there shipping / transportation costs? [ ] Yes [ ] No
If yes, are you, the Investigator, prepared to pay for these costs? [ ] Yes [] No
How is the Material(s) being shipped to the campus?

Are there any permits required to transport this Material? [ ] Yes [] No
If yes, name of agency requiring the permit:

Does the material involve any of the following:
Human Subjects [] Yes []No If yes, approval date of UCHS:

Animal Use — Live vertebrate animals [_] Yes [ ] No
If yes, IACUC approval date: protocol number:

rDNA []Yes[INo Ifyes, MUA # and approval:

GMO []Yes[]No Ifyes, explain the nature:

Biohazard Level:
[] L-1 -2 [] L-3 Name of agent(s)
Please attach Manufacturers Safety Data Sheet if available.

Is the Material(s) hazardous? [ ] Yes [ ] No If yes, what is the nature of the hazard?
[lair sensitive [ Jantidote necessary [ lflammable liquid [ltoxic gas
[lcorrosive  [](NFPA) 4 rating [Icontrolled substance(s)

Will Environmental Health and Safety need to assist you in disposing of the Material(s)? [ ] Yes [ ] No
Is there a disposal cost? [ ] Yes [ ] No
If yes, are you, the investigator, paying the disposal costs? [ ]| Yes [ ] No

Will personal protective equipment need to be used when handling Material(s)? [ ] Yes [ ] No
If yes, do you, the Investigator, have the appropriate equipment on hand? [] Yes [] No

By signing this statement, | hereby am responsible for the use and appropriate storage and disposal of the
Material(s) and will assure that all other users will abide by the terms and conditions of the agreement. |
understand that any violation of the terms applicable to this transfer could cause a potential liability for
the University.

Principal Investigator Date
Department Chair Date
College Dean / Center Director Date

Revised 10/20/03
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Massachusetts Institute of Technology

Richard F. Cahaly, Jr. Five Cambridge Center
M.I.T. Office of Intellectual Property Counsel Cambridge, MA 02142
Room NE25-230 Tel: 617-253-6009
rcahaly@mit.edu Fax: 617-253-1850

MATERIAL TRANSFER AGREEMENT QUESTIONNAIRE

Principal Investigator:
Investigator:
Provider:

Material:

In order to evaluate the acceptability of the proposed Material Transfer Agreement
from [PROVIDER] with applicable M.L.T. policies, please provide answers to the
following questions:

1. What is the intended use of the material? Will all of the work with this material be
done at M.L.T.? If not, where else will it be done?

2. Will federal government research funds be used to support the research utilizing

the material? (NOTE: Please include fellowships or other funding sources for those
students and/or post docs who will be working on this research.) If so, please
provide the government department(s) or agency(s) and both the applicable OSP
Account Number, and Grant Number.

3.  Will industrial or foundation research funds be used to support the research
utilizing the material? If so, please provide the sponsor(s) name(s) and both the
applicable OSP Account Number, and Grant Number.

4. Will the materials be used with other materials provided by a third party? If so,
what are these other materials and who provided them?**

** (To help you answer this question regarding materials received at M.I.T. under an MTA, a list

of third party materials received under an MTA naming the above-specified Principal
Investigator, if any exist, is included.)

5. Will you be modifying the material? If so, how?

6. Will any progeny be produced (i.e. - unmodified descendants from the material,
such as virus from virus, cell from cell, etc.)? If so, do you insist on owning it?

7. Do you intend to publish your findings?
8. Will students be using the material? If so, will this work be part of a thesis?

9. Is the material known to be toxic?

Page 1 of 2
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10. Is the material sold commercially? If so, approximately what would the amount of
material you are requesting cost? Is the material available from another source?
If so,who?

11. The USA Patriot Act became law in October 2001. It expanded the investigative
powers of U.S. law enforcement agencies to deter and punish terrorist acts, and it
applies to a growing list of chemical and biological agents. Please indicate if you
believe there are any potentially harmful chemical or biological properties of the
material to be transferred. Ensure that this completed questionnaire contains the
exact reference for the material so that our office can check against the chemical and
biological agents that the U.S. government lists.

Feel free to add any additional information that you believe to be pertinent. Once you
have completed the questionnaire, please return it and any attachments to my
attention. Depending on the terms and conditions of the proposed Material Transfer
Agreement and your responses, the Agreement may require revisions in order to
protect your and M.L.T.’s intellectual property interests, and outstanding obligations.

Your patience and cooperation are appreciated.

Page 2 of 2
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Excerpted from http://www.uclbiomedica.com/downloads/MTA_Disclaimer.pdf

PLEASE PROVIDE THE FOLLOWING INFORMATION IF IT DOES NOT APPEAR ON
THE MTA

Name of Provider organisation, address, tel, fax and e-mail), together with your initial
contact at the Provider and their title/ capacity

Summary of the research for which the material will be used
Who will use the material?

Are all under your direct supervision?

How is the work in which the material will be used funded?

Will the material be used in any collaborative work?
YES (please provide details - attach further pages if necessary)
NO

Are you aware of any other existing agreements relating to your research that could
potentially conflict with the terms of this MTA (e.g. research contracts, collaboration
agreements, consultancies, other MTAs)?

YES (please provide details - attach further pages if necessary)
NO

Can the material be obtained elsewhere (circle)? YES /NO/Don’t Know
Are you content with any clauses in the agreement that:
- impose delays/restrictions on publications? YES/NO
- claim rights to arising Intellectual Property? YES/NO
- require you to submit reports on the results of work using the materials? YES/NO

Do you wish us to contact you to discuss any such clauses? YES/NO

Please add any further specific comments or concerns you have about the MTA on
a separate page.
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http://www.spo.berkeley.edu/guide/mtaquick.htmli

A Quick Guide to Material Transfer Agreements at UC Berkeley

Material Transfer Agreements at UC Berkeley
A Material Transfer Agreement (MTA) is a contract that governs the transfer of tangible research
materials between two organizations, when the recipient intends to use it for his or her own research
purposes. The MTA defines the rights of the provider and the recipient with respect to the materials
and any derivatives. Biological materials, such as reagents, cell lines, plasmids, and vectors, are the
most frequently transferred materials, but MTAs may also be used for other types of materials, such

as chemical compounds and even some types of software.

Three types of MTAs are most common at academic institutions: transfer between academic or
research institutions, transfer from academia to industry, and transfer from industry to academia.

Each call for different terms and conditions.

At Berkeley, the Industry Alliances Office (IAO) reviews and approves incoming MTAs. To expedite
the process of negotiation, Berkeley investigators are asked to complete and sign an MTA Review
Form and submit it with the MTA. All MTAs from Berkeley to other organizations are issued by the
Office of Technology Licensing.

Material transfer between Berkeley and another academic institution
Exchange of materials between academic (or not-for-profit) institutions is relatively straightforward.
To encourage the process of sharing research tools between scientists, the National Institutes of
Health and the Association of University Technology Managers developed standard language to
simplify material transfers, issued as the Uniform Biological Material Transfer Agreement (UBMTA).
The UBMTA is used for many transfers between academic institutions. The UBMTA includes two
sample letters: the Implementing Letter Agreement and the Simple Letter Agreement. The first is
used for transfer of materials that are the subject of a patent or patent application or that have been
or are likely to be commercially licensed. The Simple Letter Agreement is used for all other transfers.

Material transfer from industry to Berkeley

Researchers often use materials provided by industry. For transfer of materials from industry, the
campus is usually required to use the agreement written by the company providing the materials. An

industrial MTA usually carries more restrictions than the UBMTA.

Industrial MTAs often contain language that conflicts with basic academic rights or that places
unnecessary restrictions on investigators. Companies may ask to own all rights to inventions arising

from use of the material or ask for exclusive rights to future inventions.

For these reasons, the IAO reviews, negotiates, and approves all MTAs from industry. Each industrial
MTA is different and must be negotiated separately on a case-by-case basis, depending on the terms
used in the agreement, the investigator's obligations to the sponsor(s) of the research, and the use

the investigator plans for the material.

Potential Issues in MTAs
Confidentiality: When confidential information is exchanged along with the material, the company
may request that such information not be further disclosed. If the information is necessary for
interpretation of the research results obtained using the material, that same information may also be
required for publication of those results. Having agreed to hold the information confidential could

prohibit an investigator from ever publishing the results of work using the company's material.
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Delay in publication: In order to protect potentially patentable inventions, companies often demand
a review period for the investigator's manuscripts, abstracts or hard-copies of presentation materials.

This demand may jeopardize the timeliness of publication.

Use of materials in sponsored research projects: Many industry MTAs contain language that
prohibits the use of the material in research that is subject to licensing or consulting obligations to

any third party, including the sponsor of the research project.

Definition of material: The industry provider may propose a definition of material that includes not
only the original material, but also modifications or derivatives made from the material that
incorporate the investigator's original ideas or concepts. If the provider also claimed ownership of the
modified material, the provider could own the results of the investigator's research. The investigator
could be prevented from using research results in further research, transferring them to other

organizations, meeting obligations to research sponsors, or ensuring that the results are made public.

Loss of control of intellectual property: If MTAs preempt ownership rights, investigators may be
restricted in their ability to interact with a future sponsor or may have conflicts with obligations to
current sponsors. Intellectual property restrictions may prevent the institution from obtaining or

conveying rights to future licensees.

Conflicts with existing agreements: Industrial MTAs may contain obligations that conflict with
obligations in a preexisting agreement. Also, the material may be used in conjunction with a separate
material received under another MTA. These situations could result in granting two or more parties

conflicting rights to the same invention.

When MTAs are used in conjunction with federally funded research, the federal government has
certain rights to resulting inventions (Bayh-Dole Act).

Compliance issues
MTAs for live animals or custom antibodies must have protocol(s) reviewed and approved by the

Animal Care and Use Committee.

MTAs for human tissue must have protocol(s) reviewed by the Committee for the Protection of

Human Subjects.

MTAs for hazardous materials and/or select agents must follow EH&S compliance procedures.

MTAs where the decision to undertake the research is based on receiving access to the materia(s)
from a nongovernmental provider must follow Conflict of Interest Committee requirements for
financial disclosure.

Material transfer from Berkeley to industry
The Office of Technology Licensing handles MTAs to transfer research materials from Berkeley to
outside institutions. OTL ensures that the agreements conform with institutional research policies.
OTL uses several formats for material transfer, depending on the intended use of the materials.

Resources

MTAs Governing Incoming Materials
Industry Alliances Office
2150 Shattuck Avenue, Suite 950, #1610

642-5758, mta@berkeley.edu
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Material Transfer Agreement Review (Incoming) Form

MTAs Governing Outgoing Materials

Office of Technology Licensing

2150 Shattuck Avenue, Suite 510, #1620, 643-7201

Links
Council on Government Relations:
"Materials Transfer in Academia"

http://www.cogr.edu/docs/MTA_Final.pdf

UC Office of Technology Transfer:
Biological Materials Transfers links

http://www.ucop.edu/ott/genresources/genguidance.html#C

UC Office of the President:
"Principles Regarding Rights to Future Research Results in University Agreements with External
Parties"

http://www.ucop.edu/ott/principls.html

Association of University Technology Managers: UBMTA

http://www.autm.net/aboutTT/aboutTT umbta.cfm

National Institutes of Health:
"Principles and Guidelines for Recipients of NIH Research Grants and Contracts on Obtaining and
Disseminating Biomedical Research Resources"

http://ott.od.nih.gov/RTquide final.html

Bayh-Dole Act:

"Rights to Inventions Made by Nonprofit Organizations and Small Business Firms under Government
Grants, Contracts, and Cooperative Agreements—Patents, Trademarks, and Copyrights" - 37 CFR Part
401

http://www.access.gpo.gov/nara/cfr/waisidx 99/37cfr401 99.html
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UNIVERSITY OF CALIFORNIA, BERKELEY
MATERIAL TRANSFER AGREEMENT REVIEW FORM
PRINCIPAL INVESTIGATOR INFORMATION:
Name: Telephone: E-mail:

Administering Unit:

Alternate Contact: Telephone: E-mail:

PROVIDER INFORMATION:
Provider Organization: Address:

Contact name: Telephone: E-mail:

MATERIAL and PROJECT INFORMATION:
What is the material?:

Provide a description of how the materials will be used. Attach another page, if necessary.

What source(s) of funding, including award number(s), will be used to support the research?:

How long will you use the materials (e.g., 2 years)?:

[JYes [1No Wil the materials be used in conjunction with any other materials received from a third party?
If yes, identify other materials and provider(s):

[JYes [INo Are the materials relevant to any previous or pending disclosures of intellectual property to the
Office of Technology Licensing or the Office of Technology Transfer? If yes, list all that apply:

[JYes [1No Has any confidentiality or nondisclosure agreement from the provider been signed in connection with
the materials?

Check all that apply:

The materials will be provided for the purpose of product testing and evaluation (i.e., testing an expression system)
for the providing organization.

The materials are a tool, kit, or instrument that will be used in the conduct of research.
The materials are a reagent.

Progeny, unmodified derivatives, or descendant copies will be made from the materials.
The materials will be modified or will be used to produce modified derivatives.

ooooo o

Other. Please explain:

COMPLIANCE INFORMATION: Please check off all categories that apply. Include existing protocol information if applicable.
[] Human subjects: Protocol submitted: [ ] yes [] no Protocol #/Date: /

[ Vertebrate animals or custom antibodies: Protocol submitted: [ ] yes [] no Protocol #/Date: /

[] Environment, health, and safety issues: Contact EH&S for procedures.
[] Select agents: Contact EH&S for procedures.

Financial Conflict of Interest for Non-Federal Provider Organizations:
[JYes [I1No Was the decision to undertake this research based on receiving access to the material by the Provider
Organization? If yes, answer the following question:

[JYes [1No Does afinancial relationship exist between the Principal Investigator and the Provider Organization? If yes,
a State of California Statement of Economic Interests (Form 700-U) must be filed with this MTA review form.

PRINCIPAL INVESTIGATOR SIGNATURE: By signing this form, | certify that the foregoing is true and correct to the best of
my knowledge, and | agree to comply with current university policies and federal regulations.

Name Date
Submit this form with the MTA to the Industry Alliances Office, 2150 Shattuck Ave., Suite 950, #1610 revised 8/05 - SPO
Form
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Simple Letter Agreement for the Transfer of Materials

In response to RECIPIENT’s request for the MATERIAL
the PROVIDER asks that the RECIPIENT and the RECIPIENT SCIENTIST agree to the following before the
RECIPIENT receives the MATERIAL:

1. The above MATERIAL is the property of the PROVIDER and is made available as a service to the research
community.

2. THIS MATERIAL IS NOT FOR USE IN HUMAN SUBJECTS.

3. The MATERIAL will be used for teaching or not-for-profit research purposes only.

4. The MATERIAL will not be further distributed to others without the PROVIDER's written consent. The
RECIPIENT shall refer any request for the MATERIAL to the PROVIDER. To the extent supplies are available, the
PROVIDER or the PROVIDER SCIENTIST agree to make the MATERIAL available, under a separate Simple
Letter Agreement to other scientists for teaching or not-for-profit research purposes only.

5. The RECIPIENT agrees to acknowledge the source of the MATERIAL in any publications reporting use of it.

6. Any MATERIAL delivered pursuant to this Agreement is understood to be experimental in nature and may have
hazardous properties. THE PROVIDER MAKES NO REPRESENTATIONS AND EXTENDS NO WARRANTIES
OF ANY KIND, EITHER EXPRESSED OR IMPLIED. THERE ARE NO EXPRESS OR IMPLIED
WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, OR THAT THE
USE OF THE MATERIAL WILL NOT INFRINGE ANY PATENT, COPYRIGHT, TRADEMARK, OR OTHER
PROPRIETARY RIGHTS. Unless prohibited by law, Recipient assumes all liability for claims for damages against
it by third parties which may arise from the use, storage or disposal of the Material except that, to the extent
permitted by law, the Provider shall be liable to the Recipient when the damage is caused by the gross negligence or
willful misconduct of the Provider.

7. The RECIPIENT agrees to use the MATERIAL in compliance with all applicable statutes and regulations.

8. The MATERIAL is provided at no cost, or with an optional transmittal fee solely to reimburse the PROVIDER
for its preparation and distribution costs. If a fee is requested, the amount will be indicated here:

The PROVIDER, RECIPIENT and RECIPIENT SCIENTIST must sign both copies of this letter and return one
signed copy to the PROVIDER. The PROVIDER will then send the MATERIAL.

PROVIDER INFORMATION and AUTHORIZED SIGNATURE

Provider Scientist:
Provider Organization:
Address:

Name of Authorized Official:
Title of Authorized Official:

Certification of Authorized Official: This Simple Letter Agreement has 1@ / has not W [check one] been modified.
If modified, the modifications are attached.

Signature of Authorized Official Date

RECIPIENT INFORMATION and AUTHORIZED SIGNATURE

Recipient Scientist:
Recipient Organization:
Address:

Name of Authorized Official:
Title of Authorized:

Official:

Signature of Authorized Official:
Date:

Certification of Recipient Scientist: | have read and understood the conditions outlined in this Agreement and |
agree to abide by them in the receipt and use of the MATERIAL.

Recipient Scientist Date
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PUBLIC HEALTH SERVICE

MATERIAL TRANSFER AGREEMENT

This Material Transfer Agreement ("M TA") has been adopted for use by the National Institutes of Health ("NIH"),
the Food and Drug Administration ("FDA"), and the Centers for Disease Control and Prevention ("CDC"),
collectively referred to herein as the United States Public Health Service ("PHS") within the Department of Health
and Human Services ("DHHS"), in all transfers of research material ("Research Material") whether PHS is
identified below asits Provider or Recipient.

2(a).

Provider:

Recipient:

Provider agreesto transfer to Recipient's Investigator named below the following Research M aterial:

THISRESEARCH MATERIAL MAY NOT BE USED IN HUMAN SUBJECTS. The Research
Material will only be used for research purposes by Recipient'sinvestigator in his’her laboratory, for the
research project described below, under suitable containment conditions. This Research M aterial will
not be used by for-profit recipients for screening, production or sale, for which a commercialization
license may be required. Recipient agreesto comply with all Federal rules and regulations applicable to
the Resear ch Project and the handling of the Resear ch Material.

Were Research Materials collected according to 45 CFR Part 46, " Protection of Human Subjects'?

Y es (Please provide Assurance Number: )
No
Not Applicable (Materials not collected from humans)

This Research Material will be used by Recipient'sinvestigator solely in connection with the following
research project ("Research Project") described with specificity as follows (use an attachment page if
necessary):

PHS Material Transfer Agreement (MTA) CONFIDENTIAL  (MTA Identifying Number)
Model 980611 Page 1 of [Draft/Final] [Non-PHS Party] [Date]
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In all oral presentations or written publications concerning the Resear ch Project, Recipient will
acknowledge Provider's contribution of this Research Material unless requested otherwise. To the
extent permitted by law, Recipient agreesto treat in confidence, for a period of three (3) years from the
date of its disclosure, any of Provider's written information about this Resear ch M aterial that is stamped
"CONFIDENTIAL", except for information that was previously known to Recipient or that is or
becomes publicly available or which is disclosed to Recipient without a confidentiality obligation. Any
oral disclosures from Provider to Recipient shall be identified asbeing CONFIDENTIAL by written
notice delivered to Recipient within thirty (30) days after the date of the oral disclosure. Recipient may
publish or otherwise publicly disclose the results of the Resear ch Project, but if Provider has given
CONFIDENTIAL information to Recipient such public disclosure may be made only after Provider has
had thirty (30) daysto review the proposed disclosure to determineif it includes any CONFIDENTIAL
information, except when a shortened time period under court order or the Freedom of Information Act
pertains.

This Research M aterial represents a significant investment on the part of Provider and is considered
proprietary to Provider. Recipient'sinvestigator therefore agrees to retain control over this Resear ch
M aterial and further agrees not to transfer the Resear ch M aterial to other people not under her or his
direct supervision without advance written approval of Provider. Provider reservesthe right to
distribute the Resear ch M aterial to others and to use it for its own purposes. When the Resear ch
Project iscompleted, the Research Material will be disposed of, if directed by Provider.

This Research M aterial is provided as a service to the research community. IT ISBEING SUPPLIED
TO RECIPIENT WITH NO WARRANTIES, EXPRESS OR IMPLIED, INCLUDING ANY
WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. Provider
makes no representations that the use of the Research M aterial will not infringe any patent or proprietary
rights of third parties.

When Provider isthe PHS: Recipient shall retain title to any patent or other intellectual property rights
in inventions made by its employees in the course of the Resear ch Project. Recipient agrees not to
claim, infer, or imply endorsement by the Government of the United States of America (hereinafter
referred to as "Gover nment") of the Resear ch Project, the institution or personnel conducting the
Resear ch Project or any resulting product(s). Unless prohibited by law from doing so, Recipient agrees
to hold the Gover nment harmless and to indemnify the Gover nment for all liabilities, demands,
damages, expenses and losses arising out of Recipient's use for any purpose of the Research M aterial.

When Recipient isthe PHS: The PHS shall retain title to any patent or other intellectual property rights
in inventions made by its employees in the course of the Resear ch Project. The PHS s not authorized to
promise rights in advance for inventions devel oped under this Agreement. Provider acquires no
intellectual property rights under thisM TA, but may apply for license rights to any patentable invention
that might result from this Resear ch Project. It istheintention of PHS that Provider not be liable to
PHS for any claims or damages arising from PHS's use of the Resear ch M aterial; however, no
indemnification is provided or intended.

The undersigned Provider and Recipient expressly certify and affirm that the contents of any statements
made herein are truthful and accurate.

PHS Material Transfer Agreement (MTA) CONFIDENTIAL  (MTA Identifying Number)
Model 980611 Page 2 of [Draft/Final] [Non-PHS Party] [Date]
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10. ThisM TA shall be construed in accordance with Federal law as applied by the Federal courtsin the
District of Columbia.

11. Any additional terms:

Date Recipient's Investigator and Title

Date Authorized Signature for Recipient and Title

Recipient's Official and Mailing Address:

Date Provider's Investigator and Title

Date Authorized Signature for Provider and Title

Provider's Official and Mailing Address:

Any false or misleading statements made, presented, or submitted to the Gover nment, including any relevant
omissions, under this Agreement and during the course of negotiation of this Agreement are subject to all
applicable civil and criminal statutes including Federal statutes 31 U.S.C. §8 3801-3812 (civil liability) and 18
U.S.C. § 1001 (criminal liability including fine(s) and/or imprisonment).

PHS Material Transfer Agreement (MTA) CONFIDENTIAL  (MTA Identifying Number)
Model 980611 Page 3 of [Draft/Final] [Non-PHS Party] [Date]
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Material Transfer Agreement for the Transfer of Organisms (MTA-TO)
to Academic/ Not-for-Profit Organizations

This is in response to RECIPIENT’s request for the MATERIAL (specifically, the name of the gene or allele mutation
that makes the organism(s) unique)

, found within the [organism strain, species], and any unmodified derivative and unmodified
progeny, as well as any biological materials (including, without limitation: zygotes, embryos, cells, tissues, fluids, etc.)
which contain or incorporate the MATERIAL and are derived directly from the original organism or its unmodified
progeny, to be used for the purpose of:

The PROVIDER requires that the RECIPIENT agree to and the RECIPIENT SCIENTIST acknowledge the following
terms before the RECIPIENT receives the MATERIAL:

1. The above MATERIAL is the property of the PROVIDER and is made available as a service to the research
community.

2. THIS MATERIAL IS NOT FOR USE IN HUMAN SUBJECTS.
3. The MATERIAL will be used for teaching or not-for-profit research purposes only.

4. The MATERIAL will not be further distributed to others who are not under the RECIPIENT SCIENTIST’s direct
supervision without the PROVIDER’s written consent. The RECIPIENT shall refer any request for the MATERIAL to
the PROVIDER. To the extent supplies are available, the PROVIDER or the PROVIDER SCIENTIST agree to make the
MATERIAL available, under a separate Material Transfer Agreement for the Transfer of Organisms to other scientists
for teaching or not-for-profit research purposes only.

5. The RECIPIENT agrees to acknowledge the source of the MATERIAL in any publications reporting use of it.

6. Any MATERIAL delivered pursuant to this Agreement is understood to be experimental in nature and may have
hazardous properties. THE PROVIDER MAKES NO REPRESENTATIONS AND EXTENDS NO WARRANTIES OF
ANY KIND, EITHER EXPRESSED OR IMPLIED. THERE ARE NO EXPRESS OR IMPLIED WARRANTIES OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, OR THAT THE USE OF THE MATERIAL
WILL NOT INFRINGE ANY PATENT, COPYRIGHT, TRADEMARK, OR OTHER PROPRIETARY RIGHTS.
Unless prohibited by law, RECIPIENT assumes all liability for claims for damages against it by third parties which may
arise from RECIPIENT s use, storage or disposal of the MATERIAL except that, to the extent permitted by law, the
PROVIDER shall be liable to the RECIPIENT when the damage is caused by the gross negligence or willful misconduct
of the PROVIDER.

7. The RECIPIENT agrees to use the MATERIAL in compliance with all applicable statutes and regulations.

8. If the RECIPIENT anticipates that it will generate cross-bred or genetically-modified organisms incorporating the
PROVIDER’s modified allele(s), RECIPIENT may transfer such cross-bred or genetically-modified organism(s) to
non-profit institutions under the terms of a material transfer agreement that notifies the not-for-profit institution of the
existence of PROVIDER’s rights to the modified allele(s) and restricts the use of the transferred organism(s) by the
not-for-profit recipient to teaching or not-for-profit research purposes only. This Agreement does not transfer any of
PROVIDER’s patent, invention, or other intellectual property rights in the organism(s) to RECIPIENT. Additionally, to
the extent that any other party has any patent, invention or other intellectual property rights in the organism(s), these
rights are not transferred to RECIPIENT by PROVIDER.

9. If NIH is the PROVIDER, the following addenda may be attached (check all that apply):
[ ] Cre-Lox Addendum, [ ] OncoMouse® Addendum, [ ] Animal Transfer Addendum, or [ ] Animal Transfer
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Agreement (not required for transfers within NIH), [ ] Other

The PROVIDER, RECIPIENT and RECIPIENT SCIENTIST must sign both copies of this letter and return one signed
copy to the PROVIDER. The PROVIDER will then send the MATERIAL.

PROVIDER INFORMATION and AUTHORIZED SIGNATURE:

Provider Scientist:
Provider Organization:
Address:

Name of Authorized Official:
Title of Authorized Official:

Signature of Authorized Official Date

RECIPIENT INFORMATION and AUTHORIZED SIGNATURE:

Recipient Scientist:
Recipient Organization:
Address:

Name of Authorized Official:
Title of Authorized Official:

Signature of Authorized Official Date

Certification of Recipient Scientist: I have read and understood the conditions outlined in this Agreement, and I
understand that I must abide by them to receive and use the MATERIAL.

Recipient Scientist Date
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DUPONT ADDENDUM FOR USE IF NIH IS THE PROVIDER
NIH has entered into certain Memoranda of Understanding (MOUs) with DuPont, in which DuPont agrees that NIH may receive, use,
and transfer mice containing Cre-Lox or OncoMouse® technologies to other entities for research purposes. The MOUs state that NIH

provide the following respective notices when shipping such mice.

Cre-Lox Technology:

The above MATERIALS are provided to the RECIPIENT with the knowledge of “Dupont Patent Rights” (U.S. Patent 4,959,317 and
any patents granted on any divisional and continuation applications thereof) that have been assigned to DuPont, under the following
conditions:

a) The RECIPIENT may use the MATERIAL, and any progeny or derivatives containing cre DNA and/or lox DNA derived directly or
indirectly therefrom, for its internal noncommercial research purposes only, provided however, that

such research purposes specifically excludes (i) any activity associated with higher plants or agricultural applications and (ii) the
alteration of mouse embryonic stem cells or other pluripotential mouse cells for the purpose of preparing a library of such mouse
embryonic stem cells or other pluripotential mouse cells containing cre DNA and/or lox DNA. The MATERIAL, and any progeny or
derivatives containing cre DNA and/or lox DNA derived directly or indirectly therefrom, will not be used for any commercial purpose
or for the direct benefit of any for-profit institution (except as may be permitted under a written agreement between the non-profit
institution and DuPont).

b) The MATERIAL, and any progeny or derivatives containing cre DNA and/or lox DNA derived directly or indirectly
therefrom, may not be transferred by the RECIPIENT to any third parties (except as may be permitted under a written agreement
between the RECIPIENT and DuPont).

¢) With respect to further license rights under U.S. patent number 4,959,317, the RECIPIENT should contact:

OR  Greg Townsend
DuPont Intellectual Assets and Licensing
Chestnut Run Plaza 708/179
Wilmington, DE 19880-0708 USA
Tel: 877-881-9787
Fax: 302-999-4149
Email: j-gregory.townsend@usa.dupont.com

Debra Desmond

Bristol Myers Squibb Company
Route 206 & Province Line Road
EST&L, Mail Stop B24-05
Princeton, NH 08543-4000

Tel: 302-467-9431

Fax: 609-252-7337

Email: debra.desmond@bms.com

Oncomouse® Technology:

The above MATERIALS are provided to RECIPIENT with knowledge of “Dupont Patent Rights” (U.S. Patent 4,736,866, and
5,087,571, and 5,925,803 and corresponding foreign patents, and any patents granted on any divisional and continuation applications
thereof (collectively known as “Harvard Patent Rights”)), and that have been exclusively licensed to Dupont by Harvard University,
under the following conditions:

a) The RECIPIENT institution may use the MATERIAL for its internal noncommercial research purposes only. The MATERIAL will
not be used for any commercial purpose or for the direct benefit of any for-profit institution (except as may be permitted under a written
agreement between the RECIPIENT and DuPont). Accordingly and without limitation, the RECIPIENT is not permitted under this
Material Transfer Agreement to use any MATERIAL to test compounds for any commercial purpose or for the direct benefit of any
for-profit institution or use the MATERIAL for the production of products for any commercial purpose or for the direct benefit of any
for-profit institution.

(b) The MATERIAL may not be transferred by the RECIPIENT to any third parties (except as may be permitted under a written
agreement between the RECIPIENT and DuPont).

¢) The RECIPIENT is notified by PHS of the existence of Harvard Patent Rights and the exclusive license thereof to DuPont, and that
the restrictions set forth under (a) and (b) above shall exist only during the term of the Harvard Patent Rights.

d) With respect to further license rights under the Harvard Patent Rights, the RECIPIENT should contact:
Greg Townsend

DuPont Intellectual Assets and Licensing

Chestnut Run Plaza 708/179

Wilmington, DE 19880-0708 USA

Tel: 877-881-9787

Fax: 302-999-4149

Email: j-gregory.townsend@usa.dupont.com
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09/2004

ANIMAL TRANSFER ADDENDUM FOR USE IF NIH IS THE PROVIDER

The terms of this Addendum are directed to the use and transfer of the tangible animal(s).

For transfers of any live animals from NIH to outside laboratories, a fully signed National Institutes of Health
Animal Transfer Agreement should be completed by the parties prior to the actual shipment of the requested
animal. The Animal Transfer Agreement has been adopted for use by the National Institutes of Health (NIH) for
use in transferring animals for research purposes pursuant to Section 301 of the Public Health Service Act.

The PROVIDER agrees to transfer the animal(s) described in this Agreement to the RECIPIENT.
RECIPIENT agrees to use the animal(s) solely in connection with biomedical or behavioral research.

Relevant documents concerning the medical history, health status, and research uses of the animal(s), including
prior surgical procedures and any infectious disease (human or zoonotic) to which the animal(s) may have been
exposed, will be provided in a separate document.

For domestic recipients, RECIPIENT agrees that it will comply with the Animal Welfare Act and its
implementing regulations, as applicable. RECIPIENT agrees that it will adhere to all applicable national
standards for humane care and use of the animal(s) and assures the PROVIDER that it has appropriate animal
care and use policies in place. The “Public Health Service Policy on Humane Care and Use of Laboratory
Animals” and “Guide for the Care and Use of Laboratory Animals” are examples of acceptable standards for
humane care and use of research animals.

RECIPIENT agrees that it will adhere to appropriate biosafety practices and use the animals in a safe and
responsible manner. The National Institutes of Health/Centers for Disease Control publication, “Biosafety in
Microbiological and Biomedical Laboratories” is an example of acceptable standards for biosafety practices.
RECIPIENT agrees that it will comply with applicable import/export regulations.

In accepting the animal(s), RECIPIENT accepts full ownership, custody, and control of the animal(s), except
that to the extent the Government has any patent, invention or any other intellectual property rights in the
animal(s), the Government retains these rights, as described in the attached Material Transfer Agreement for the
Transfer of Organisms.

PROVIDER is transferring the animal(s) as a service to the research community. The animal(s) is transferred to
the RECIPIENT with no warranties, express or implied, including any warranty of merchantability or fitness for
a particular purpose. Unless prohibited by law from doing so, RECIPIENT agrees to hold the United States
Government harmless and to indemnify the Government from all liabilities, demands, damages, expenses and
losses arising out of the RECIPIENT’s care, use or treatment of the animal(s).

RECIPIENT agrees not to claim, infer, or imply Governmental endorsement of the RECIPIENT, the research
project, the institution or personnel conducting the research, or any resulting product(s).
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IOWA STATE UNIVERSITY
Taken from http://www.ospa.iastate.edu/
http://www.ospa.iastate.edu/StandardAgr/docs/MtaSampleExtended.pdf

BIOLOGICAL MATERIAL TRANSFER AGREEMENT
Between <RECIPIENT ORGANIZATION> and <PROVIDER ORGANIZATION>

THIS AGREEMENT is made by and between <RECIPIENT ORGANIZATION> (“Recipient”),
and
<PROVIDER ORGANIZATION> (“Provider”); together the “Parties”.

WHEREAS, this Agreement shall govern the conditions of disclosure by Provider to
Recipient of certain biological materials identified below (Materials).

NOW THEREFORE, in consideration of the mutual covenants and promises herein
contained, the Parties agree as follows:

1.0 Definitions. The following definitions shall apply to this Agreement:
1.1 Biological Sample: <SAMPLE DESCRIPTION>

1.2 Progeny: Unmodified descendant from the Material, such as virus from virus, cell from
cell,
or organism from organism.

1.3 Unmodified Derivatives: Substances created by Recipient that constitute an unmodified
functional sub-unit or product expressed by the Biological Sample. Some examples include,
but are not limited to: subclones of unmodified cell lines, purified or fractionated sub-sets
of

Materials, proteins expressed by DNA/RNA supplied by Provider, monoclonal antibodies
secreted by a hybridoma cell line, or sub-sets of Materials such as novel plasmids or
vectors.

1.4 Materials: The Biological Sample plus Progeny and Unmodified Derivatives.
1.5 Modifications: Substances created by Recipient that contain or incorporate Materials.

1.6 Commercial Purposes: The sale, lease, license, or other transfer of Materials or
Modifications to a for-profit organization. Commercial Purposes shall also include uses of
Materials or Modifications by any organization, including Recipient, to perform contract
research, to screen compound libraries, to produce or manufacture products for general
sale,

or to conduct research activities that result in any sale, lease, license or transfer of
Materials

or Madifications to a for-profit organization. However, industrially sponsored academic
research shall not be considered a use of Materials or Modifications for Commercial
Purposes per se, unless any of the above conditions of this definition are met.

1.7 Information: Results of any study of Materials or information relating to Materials
received
by Recipient from Provider.

2.0 Effective Date. The effective date of this Agreement is <ENTER DATE> (“Effective
Date”).

3.0 Ownership and Use of Materials.

3.1 All Information and Materials, including any Materials contained or incorporated in
Modifications, supplied by Provider shall be deemed to belong to Provider and to have been
disclosed or provided to Recipient in confidence. Except as may be authorized in advance
in writing by Provider, Recipient shall not transfer Materials or Modifications to any others
(except to its employees who are bound to Recipient by like obligations governing and
restricting access, use, and continued use of Materials).
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3.2 Recipient shall receive and use Materials for the sole purpose of research and
evaluation and NOT for any Commercial Purposes. Materials will be used only in Recipient’s
laboratories

and only by laboratory personnel under Recipient’s immediate and direct control. Recipient
shall receive, handle, store, use and dispose of Materials in compliance with all applicable
laws, regulations and guidelines, and in accordance with safe and prudent practices.
Recipient acknowledges that it has adequate systems, procedures and personnel to review
and oversee arrangements for the receipt, handling, storage, use and disposal of
experimental materials of the nature of Materials and that it will ensure that all persons
involved in receiving, handling storing, using or disposing of Materials are adequately
qualified by training and experience to do so safely and legally.

3.3 Recipient agrees that the Information will not be used by Recipient or its employees or
agents as the basis for any patent application disclosing or claiming any of the same
without

Provider’s written consent. If the Recipient’s research involving Materials results in an
invention or Modification that may be commercially useful, Recipient may file patent
applications claiming inventions made solely by Recipient through the use of Materials but
agrees to notify Provider upon filing a patent application claiming Modifications or methods
of manufacture or use(s) of Materials.

3.4 The furnishing of Materials to Recipient shall not constitute any implied or expressed
license to Recipient under any legal rights now or later held by Provider. The provision of
Materials to Recipient shall not alter any pre-existing right of Provider to Materials. It is
recognized by Recipient that any Commercial Purposes may require a commercial license
from Provider and Provider has no obligation to grant a commercial license to its ownership
interest in Materials incorporated in any Modifications.

3.5 Recipient shall acknowledge the source of Materials in any descriptions of experiments
and/or results involving Materials. However, neither Recipient nor its personnel will
otherwise use, or authorize or permit the use of, the name of Provider, or any of its
personnel in connection with any commercial or promotional activities relating to Materials,
nor in such a way as to imply any endorsement by Provider or its personnel of any Material,
product or method.

4.0 Compensation. In consideration of making the Biological Sample available to
Recipient under this Agreement:

4.1 Recipient shall pay a <INSERT FEE, IF APPLICABLE> fee to cover the cost of
replicating and sending Materials. Despite the payment of any such fee, the transfer of the
Biological Sample shall not be construed as a sale of Materials to Recipient.

4.2 Recipient will inform Provider of research results related to Materials by providing
copies of

manuscripts describing the results of such research at the time the manuscripts are
submitted for publication.

5.0 Notices.

<PROVIDER ORGANIZATION>
For Technical matters
Name:

Address:

Phone:

Fax:

Email:

For Business matters
Name:

Address:

Phone:

Fax:

Email:
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For Intellectual Property matters
Name:

Address:

Phone:

Fax:

Email:

<RECIPIENT ORGANIZATION>
For Technical matters
Name:

Address:

Phone:

Fax:

Email:

For Business matters
Name:

Address:

Phone:

Fax:

Email:

For Intellectual Property matters
Name:

Address:

Phone:

Fax:

Email:

6.0 Warranty.
6.1 Recipient acknowledges that Materials are experimental products of research that may

not
have been fully characterized, and will accept Materials as is and entirely at its own risk.

6.2 PROVIDER MAKES NO REPRESENTATIONS AND EXTENDS NO WARRANTIES
OF ANY KIND, EITHER EXPRESS OR IMPLIED. THERE ARE NO EXPRESS OR
IMPLIED WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A

PARTICULAR PURPOSE, OR THAT THE USE OF MATERIALS WILL NOT
INFRINGE ANY PATENT, COPYRIGHT OR TRADEMARK OR OTHER

PROPRIETARY RIGHT.

7.0 Indemnification. Except to the extent prohibited by law, Recipient shall indemnify
Provider, its employees, members, boards, and agents against any claims, costs, or other
liabilities which may arise as a result of Recipient’s use of Materials, except to the extent
caused by the gross negligence or willful misconduct of Provider.

8.0 Term and Termination. Provider may terminate this Agreement for material breach
and require return or destruction of Materials by Recipient upon thirty (30) days written
notice. Recipient shall otherwise, upon request from Provider, destroy all copies of
Materials within three (3) years of the effective date of this Agreement, unless:

8.1 This deadline is extended by Provider in writing; or
8.2 Recipient has indicated to Provider in writing its desire to obtain a license to Materials
and

negotiations to that end have begun.

9.0 Entire Agreement. This Agreement reflects the entire agreement between Provider
and Recipient, and the Agreement may be modified or altered only in writing.
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10.0 Interpretation and Jurisdiction. The interpretation and validity of this Agreement
and the rights of the parties shall be governed by the laws of the State of Iowa.

IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be executed
by their duly authorized representatives as of Effective Date written above.

<RECIPIENT ORGANIZATION>
Agreed and Understood
/

Name:

Date

Title:

Approved

/

Name:

Date

Title:

<PROVIDER ORGANIZATION>
Agreed and Understood
/

Name:

Date

Title:

Approved

/

Name:

Date

Title:
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UW TechTransfer Invention Licensing
UBMTA Implementing Letter

Thank you for downloading this UBMTA Implementing Letter from UW TechTransfer
Invention Licensing. To process your request, please follow the steps below. If you have any
questions about this process, please send an email to mta-group@u.washington.edu and someone
will respond to your inquiry.

1. Complete the Implementing Letter below with the following specific information:

a. Insert a description of the ORIGINAL MATERIAL you are requesting. This
should include names and quantities.

b. Provide the RECIPIENT information.

c. Provide the name of the RECIPIENT SCIENTIST as well as the PROVIDER
SCIENTIST.

2. Print two (2) copies of this Agreement.

3. Obtain the appropriate signatures:
a. The RECIPIENT SCIENTIST; and
b. The RECIPIENT ORGANIZATION

4. Mail both copies to:

Agreements Group

UW TechTransfer Invention Licensing
4311 11" Avenue N.E., Suite 500
Seattle, Washington 98105-4608

The Materials will be shipped to you as soon as possible and based on availability.
(Please note that you may require a different form based on the material you are
requesting or the affiliations of the researchers who produced the materials. If that
is the case, we will contact you and provide you with the appropriate form.)

5. Additional contact/shipping information (required):
a. E-mail address:
b. Shipping Method (check one):
World Courier
BAX Global
UPS
FedEx
Other (please specify)
c. Shipping Account Number:

Please include your name, contact information and shipping information along with
the name of the UW contact that you have been in touch with regarding the

UW TechTransfer Invention Licensing:
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Agreement in your cover letter. Please note that in order to process the request,
the above information is required.

UW TechTransfer Invention Licensing:
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UBMTA Implementing Letter

The purpose of this letter is to provide a record of the biological material transfer, to memorialize
the agreement between the PROVIDER SCIENTIST (identified below) and the RECIPIENT
SCIENTIST (identified below) to abide by all terms and conditions of the Uniform Biological
Material Transfer Agreement (“UBMTA”) March 8, 1995, and to certify that the RECIPIENT
(identified below) organization has accepted and signed an unmodified copy of the UBMTA.
The RECIPIENT organization's Authorized Official also will sign this letter if the RECIPIENT
SCIENTIST is not authorized to certify on behalf of the RECIPIENT organization. The
RECIPIENT SCIENTIST (and the Authorized Official of RECIPIENT, if necessary) should sign
both copies of this letter and return one signed copy to the PROVIDER. The PROVIDER
SCIENTIST will forward the material to the RECIPIENT SCIENTIST upon receipt of the signed
copy from the RECIPIENT organization.

Please fill in all of the blank lines below:

1. PROVIDER: Organization providing the ORIGINAL MATERIAL.:

Organization: University of Washington

Address: UW TechTransfer 4311 11" Avenue, N.E. Suite 500

Seattle, Washington 98105

2. RECIPIENT: Organization receiving the ORIGINAL MATERIAL:

Organization:

Address:

3. ORIGINAL MATERIAL (Enter description):

4. Termination date for this letter (optional):

5. Transmittal Fee to reimburse the PROVIDER for preparation and distribution costs
(optional). Amount:

UW TechTransfer Invention Licensing:
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This Implementing Letter is effective when signed by all parties. The parties executing this
Implementing Letter certify that their respective organizations have accepted and signed an
unmodified copy of the UBMTA, and further agree to be bound by its terms, for the transfer
specified above.

PROVIDER SCIENTIST

Name:

Title:

Address:

Signature:

Date:

RECIPIENT SCIENTIST

Name:

Title:

Address:

Signature:

Date:

RECIPIENT ORGANIZATION CERTIFICATION

Certification: | hereby certify that the RECIPIENT organization has accepted and signed an
unmodified copy of the UBMTA (May be the RECIPIENT SCIENTIST if authorized by the
RECIPIENT organization):

Authorized
Official:

Title:

Address:

Signature:

Date:

UW TechTransfer Invention Licensing:
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UBMTA Implementing Letter

The purpose of this letter is to provide a record of the biological material transfer, to
memorialize the agreement between the PROVIDER SCIENTIST (identified below) and the
RECIPIENT SCIENTIST (identified below) to abide by all terms and conditions of the
Uniform Biological Material Transfer [[Page 12775]] Agreement (“UBMTA”) March 8§,
1995, and to certify that the RECIPIENT (identified below) organization has accepted and
signed an unmodified copy of the UBMTA. The RECIPIENT organization's Authorized
Official also will sign this letter if the RECIPIENT SCIENTIST is not authorized to certify
on behalf of the RECIPIENT organization. The RECIPIENT SCIENTIST (and the
Authorized Official of RECIPIENT, if necessary) should sign both copies of this letter and
return one signed copy to the PROVIDER. The PROVIDER SCIENTIST will forward the
material to the RECIPIENT SCIENTIST upon receipt of the signed copy from the
RECIPIENT organization.

Please fill in all of the blank lines below:

1. PROVIDER: Organization providing the ORIGINAL MATERIAL.:

Organization:

Address:

2. RECIPIENT: Organization receiving the ORIGINAL MATERIAL:

Organization:

Address:

3. ORIGINAL MATERIAL (Enter description):

4. Termination date for this letter (optional):

5. Transmittal Fee to reimburse the PROVIDER for preparation and distribution costs
(optional). Amount:
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This Implementing Letter is effective when signed by all parties. The parties executing this
Implementing Letter certify that their respective organizations have accepted and signed an
unmodified copy of the UBMTA, and further agree to be bound by its terms, for the transfer
specified above.

PROVIDER SCIENTIST

Name:

Title:

Address:

Signature:

Date:

RECIPIENT SCIENTIST

Name:

Title:

Address:

Signature:

Date:

RECIPIENT ORGANIZATION CERTIFICATION

Certification: I hereby certify that the RECIPIENT organization has accepted and signed an
unmodified copy of the UBMTA (May be the RECIPIENT SCIENTIST if authorized by the
RECIPIENT organization):

Authorized
Official:

Title:

Address:

Signature:

Date:
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UW TechTransfer Invention Licensing
Materials Transfer Agreement (Not-for-profit Institutions)

Thank you for downloading this Material Transfer Agreement (MTA) from UW
TechTransfer Invention Licensing. To process your request, please follow the steps
below. If you have any questions about this process, please send an email to mta-
group@u.washington.edu and someone will respond to your inquiry.

1. Complete the MTA below with the following specific information (look for blue

typeface):
a. Insert a description about the Material you are requesting. This should
include names and quantities (first section).
b. Provide the Recipient name and address (preamble)
c. Provide the name of the UW Investigator/lab (in section 7) whose material
you are requesting, as well as Recipient investigator name (in section 8)

Print two (2) copies of this Agreement.

Obtain the appropriate signatures:
a. The Recipient Investigator; and
b. The Recipient Authorized Representative

Mail both copies to:

Agreements Group

UW TechTransfer Invention Licensing
4311 11" Avenue N.E., Suite 500
Seattle, Washington 98105-4608

The Materials will be shipped to you as soon as possible and subject to
availability. (Please note that you may require a different form based on the
material you are requesting or the affiliations of the researchers who
provided the materials. If that is the case, we will contact you and provide
you with the appropriate form.)

. Additional contact/shipping information (required):
a. E-mail address:
b. Shipping Method (check one):
World Courier
BAX Global
UPS
FedEx
Other (please specify)
c. Shipping Account Number:

UW TechTransfer Invention Licensing:
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Please include your name, contact information and shipping information along
with the name of the UW contact that you have been in touch with regarding
the Agreement in your cover letter. Please note that in order to process the
request, the above information is required.

UW TechTransfer Invention Licensing:
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Outgoing Materials Transfer Agreement (Not-for-profit Institutions)

The University of Washington, acting through UW TechTransfer Invention Licensing, a
public institution of higher education and agency of the state of Washington, with
administrative offices at 4311 - 11th Ave NE, Suite 500, Seattle, WA 98105-4608
(“Provider”) will provide to the (insert Recipient Institution name here) (“Recipient”),
with administrative offices at (insert address here) the (insert the name of material)
including any progeny and unmodified derivatives (“Material”). The Material is
available to Recipient on non-exclusive basis. The terms are as follows:

1.

Recipient agrees to utilize the Material solely for the purpose of academic
research and will not distribute the Material to any person external to the
Recipient without the prior written permission of the Provider.

THE MATERIAL DELIVERED HEREBY IS EXPERIMENTAL IN NATURE.
THE PROVIDER MAKES NO WARRANTIES, REPRESENTATION, OR
UNDERTAKING WITH RESPECT TO THE UTILITY, EFFICACY,
NONTOXICITY, SAFETY, OR APPROPRIATENESS OF USING THE
MATERIAL. THE PROVIDER MAKES NO REPRESENTATION OR
WARRANTY THAT THE USE OF THE MATERIAL WILL NOT INFRINGE
ANY PATENT OR OTHER PROPRIETARY RIGHT.

None of the Material provided may be used for any commercial development
directly or indirectly unless a license granting same is executed between the
Provider and Recipient through UW TechTransfer Invention Licensing.
Recipient agrees not to sell or otherwise transfer the Material, or any other
material that could not have been made but for the Material, to any other party,
whether with or without consideration, for any purpose or use.

The Material provided will not be used on any human subjects and in so far as it
is administered to animals, no animal to which the Material is administered, or
animal products derived therefrom, will be used for food, therapeutic or
diagnostic purposes, or kept as a domestic pet or livestock. Any cells which are
treated with the Material will not be used for therapeutic or diagnostic purposes.

Recipient will use the Material in compliance with all laws, governmental
regulations, and guidelines that may be applicable to the Material, including,
without limitation, export laws, current NIH guidelines, and any regulations or
guidelines pertaining to research with recombinant DNA. Recipient agrees to
abide by all U.S. export laws and regulations. Accordingly, Recipient is solely
responsible for securing any necessary permission or license.

Recipient agrees that any person with the Recipient utilizing the Material will be
advised of, and is subject to, the conditions in this Agreement (“Agreement”).

The Provider scientific contact shall be: (insert name here)

UW TechTransfer Invention Licensing:

183



10.

11.

12.

13.

The Recipient scientific contact shall be: (insert name here)

To the extent allowed by law, Recipient assumes all liability for damages that
may arise from its use, storage, or disposal of the Material, and will indemnify,
defend, and hold harmless Provider and its employees, students, and agents from
any loss, claim, damage, or liability of any kind that may arise from or in
connection with this Agreement or the use and handling of the Material. In no
case will Provider or its employees, students, or agents be liable for any claim,
loss, or demand made by Recipient, or made against Recipient by any other party,
including any incidental, special, or consequential damages resulting from the use
or handling of the Material.

Articles 2 (Warranty) and 9 (Indemnification) and other provisions which by their
context would survive, shall survive the termination of this Agreement.

The term of this Agreement shall commence on the last date of signature and shall
continue until completion of research or for a period of seven (7) years, whichever
comes first. Upon expiration of this Agreement, Recipient agrees to provide to
Provider a written statement warranting that all samples of Material have been
destroyed.

This Agreement and all rights and obligations hereunder will not be assigned,
licensed, sub-licensed, mortgaged, pledged, or otherwise transferred, encumbered,
or disposed of, including by operation of law, in whole or in part, by either party
unless agreed to in writing by an authorized representative of both parties. This
Agreement will be binding upon any such permitted assigns.

Recipient shall not use the name of Provider in any public announcements,
publicity, or advertising with respect to the subject matter of this Agreement
without the prior written approval of Provider.

If the foregoing terms are acceptable, please have a representative of the Recipient sign
in the space indicated for signature. Please return two signed copies of this
Agreement to UW TechTransfer Invention Licensing, University of Washington,
4311 - 11th Ave NE, Suite 500, Seattle, WA 98105-4608.

UW TechTransfer Invention Licensing:
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This Agreement may be executed by facsimile or duplicate originals. This Agreement
may be executed in several counterparts, all of which taken together will constitute
effective execution.

The undersigned agrees with and accepts the foregoing:

Recipient:

Signature of Authorized Representative Signature of Recipient Investigator
Print/Type Name Print/Type Name

Title Date Title Date
Phone: (insert phone #) Phone: (insert phone #)

Fax: (insert fax #) Fax: (insert fax #)

E-mail: (insert e-mail) E-mail: (insert e-mail)

University of Washington:

UW TechTransfer Invention Licensing
University of Washington

4311 - 11th Ave NE, Suite 500
Seattle, WA 98105-4608

P: 206/543-3970

F: 206/685-4767

Date

UW TechTransfer Invention Licensing:
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MATERIAL TRANSFER AGREEMENT

This agreement governs the transfer of certain substances from time to time from Biogen,
Inc. and its affiliates (collectively, "Biogen") to the institution referred to below and its
personnel (collectively, the "Institution"). Each such substance will be identified in a letter
substantially in the form attached hereto (a "Request Letter") and is referred to herein,
together with any of its progeny or derivatives, as the "Material." The Institution agrees
with Biogen as follows:

1) Material will be used only for the purpose stated in the Request Letter; will be used only
for research, in a safe manner and in compliance with applicable law; will not be used in
humans or anything destined for human consumption; and will not be given to any person
not associated with the Institution.

2) Biogen makes NO WARRANTY, EXPRESS OR IMPLIED, as to the Material, expressly
DISCLAIMS ANY WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR
PURPOSE, and will have no other liability in connection with the Material. The Institution
will, to the extent allowable under the laws and constitution of the State of Texas,
indemnify Biogen against any claims arising out of the Institution's use of the Material that
are not caused by Biogen's negligence or willful misconduct.

3) Biogen will be informed of the results of the Institution's use of the Material before they
are revealed to anyone else not associated with the Institution, and Biogen will be free to
use such results subject to paragraph 4 below. Before disclosing its results to the public,
orally or in writing, the Institution will give Biogen a copy of the proposed disclosure, with
reference to this agreement, at least 21 (twenty-one) days in advance of disclosure. If
Biogen determines that one or more patent applications should be filed before disclosure,
the Institution will cooperate in doing so and will delay disclosure up to an additional 90
(ninety) days to permit such filing. In no event will the Institution disclose, or use for any
purpose not set forth in the Request Letter, any confidential or proprietary information of
Biogen that may be provided in connection with the Material. Any publication of results will
duly acknowledge Biogen's role unless Biogen requests otherwise.

4) The Institution irrevocably grants to Biogen (a) a royalty-free, nonexclusive, worldwide
license (provided that Biogen may grant sublicenses under any such license only on a
royalty-free basis) under any patent or other intellectual property rights covering (i) any
improvement to the Material resulting from the Institution's use of the Material or (ii) any
new use of the Material resulting from the Institution's use of any Material if, prior to
disclosure by the Institution of such new use, Biogen was conducting or had taken
affirmative steps to conduct research in such area of new use and (b) an option to obtain a
royalty-bearing exclusive license on commercially reasonable terms of intellectual property
rights covering any inventions or technology resulting from the Institution's use of the
Material, to be exercised within 45 (forty-five) days after the Institution gives Biogen
notice thereof. The Institution will notify Biogen promptly of any such inventions or
technology, with reference to this Agreement, and will provide such information as Biogen
may reasonably request from time to time to enable Biogen to exercise its rights
hereunder. The Institution represents and warrants that no other person will have any
prior right to ownership of or a license under such inventions or technology by reason of
any action or agreement by the Institution. Except as set forth above, no license or other
rights are granted hereby by either party with respect to any inventions or technology.

Institution: THE UNIVERSITY OF TEXAS AT

Location:

University of Texas Licensee:
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By: By:
Name Name

Title: Title:

Date: Date:

[Form of Request Letter under Biogen Material Transfer]

,1994

Biogen, Inc.
14 Cambridge Center
Cambridge, Massachusetts 02142

Attention:

Dear

I am writing to request a sample of under the terms of the Material
Transfer Agreement dated ,1994 between Biogen, Inc. and the

undersigned Institution.

Our purpose is to perform the following research:

We will comply with the Material Transfer Agreement referred to above in connection with
this request. As stated therein, no third party will have any prior right to ownership of or a
license under any inventions resulting from this research by reason of any action or
agreement by us. [List any exceptions].

Sincerely,

Name:

Title:

On behalf of the following Institution:

THE UNIVERSITY OF TEXAS AT
Location:

GHARPER\AGREEMNT\UNIVRSAL\BIOGNMTA.707
Revised 7/7/94
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Excerpted from
http://www.utsystem.edu/OGC/intellectualProperty/contract/Wyeth%20Master
%20MTA.htm

EFFECTIVE AUGUST 2005, WYETH IS NO LONGGR HONORING THIS MASTER MTA

MASTER MATERIAL TRANSFER AGREEMENT

THIS MATERIAL TRANSFER AGREEMENT (together with its Exhibit, the "Agreement") is
between Wyeth Pharmaceuticals Inc., acting through its Wyeth Research Division (External
Research Department, 87 Cambridge Park Drive, Cambridge, MA 02140, (617) 876-1170,
Telecopier (617) 665-8708), together with its affiliates and subsidiaries (collectively,
"Wyeth"), and The University of Texas Health Science Center at San Antonio, The
University of Texas Health Science Center at Houston, The University of Texas M. D.
Anderson Cancer Center, The University of Texas Health Center at Tyler, The University of
Texas Medical Branch at Galveston, The University of Texas Southwestern Medical Center
at Dallas, The University of Texas at San Antonio, The University of Texas at Dallas, The
University of Texas at El Paso, and The University of Texas at Austin ("Recipient"), each
with an office and place of business as set forth on the attached Exhibit A, and each a
component institution of The University of Texas System having an address at 201 West
7th Street, Austin, TX 78701, on behalf of the Investigators identified on the Project
Orders that may be issued from time to time under this Agreement ("Investigators").

1. Background. Investigators desire to obtain samples of the material described in
attached Project Orders (together with all derivatives and improvements, collectively
defined as the "Material") from Wyeth for use in the research described in the Project
Orders (the "Research") under the terms and conditions of this Agreement.

2. The Material and the Research. Investigator and Recipient acknowledge that Wyeth
owns the Material. Wyeth will use commercially reasonable efforts to provide Investigator
with the Material described in the Project Orders. Recipient agrees to pay directly or to
reimburse Wyeth for the cost of sending the Material to Investigator. Investigator will use
the Material solely in the Research and for no other purpose. The Research will be
conducted solely by Investigator at Recipient's research facilities, or by those employees at
Recipient directly supervised by Investigator. None of the Material will be transferred or
sold to third parties. Investigator will not use the Material for testing in or treatment of
human subjects. Investigator acknowledges that the Material is experimental and will
comply with all laws and regulations applicable to its handling and use. Any Material
remaining upon completion of the Research will be returned to Wyeth.

3. Project Orders.

3.1 Description. All Research performed hereunder shall be in accordance with this
Agreement and the applicable Project Order. Each Project Order shall set forth a
description of the specific Research to be performed, the Research Materials being
provided by Wyeth, and name of the Recipient and the Investigators responsible for
performing and/or supervising the Research.

3.2 Separate Agreement. Each Project Order shall reflect a separate agreement of the
parties, and, unless otherwise clearly stated in writing, the terms of each Project Order
shall be independent of, and shall have no impact upon, the terms of any other Project
Order.

4. In vivo Studies. If Investigator is using the Material for non-human in vivo studies,
Investigator will (a) consider alternative in vitro approaches, (b) comply with all applicable
federal, state and local laws and regulations and (c) provide Wyeth with copies of the
applicable in vivo protocols. If Investigator observes unexpected adverse events, including
but not limited to mortalities (especially in non-rodent species such as non-human
primates or dogs), evidence of mutagenicity, carcinogenicity, or adverse effects on
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reproductive parameters, Investigator will inform Wyeth in writing within five (5) business
days of the original observation.

5. Inventions.

5.1 Disclosure. Recipient and Investigator will promptly and fully disclose in writing to
Wyeth any and all inventions, know-how and other rights (whether or not protectible under
state, federal, or foreign intellectual property laws) related to the Material or its use, or
developed using the Material, which are conceived and/or reduced to practice by
Investigator, alone or jointly with others, in the course of the Research (the "Inventions").

5.2 License and Option. Recipient and Investigator grant to Wyeth (a) a non-exclusive,
worldwide, royalty-free license, with the right to grant sublicenses for internal research use
only, to make, use, and have made any Inventions related to or derived from the Material
or its use (for example, antibodies, tissue or cells, cell lines, genes, proteins, diagnostics,
assays, new therapeutic indications, and new methods of manufacture and administration
of therapeutics developed from Investigator's or Recipient's use of the Material) and (b) a
first option to obtain an exclusive, worldwide, royalty-bearing license to any or all of
Recipient's and Investigator's interests in the Inventions, with the right to grant
sublicenses. For each Invention, Wyeth's first option must be exercised within ninety (90)
days of full written disclosure of that Invention to Wyeth by Recipient and/or Investigator.
The royalty payable to Recipient or Investigator and other terms of the exclusive license
will be negotiated by the parties in good faith.

5.3 Patent Applications. Any patent applications necessary to protect the proprietary
positions of the parties in any of the Inventions will, in Wyeth's sole discretion, be
prepared and filed by Wyeth (jointly in Wyeth's and Recipients/Investigator's names, if
jointly invented, or solely in Recipient's and/or Investigator's name, if solely invented),
with expenses borne by Wyeth. Inventorship will be determined according to U.S. patent
law.

5.4 Reports. At Wyeth's written request, Investigator will advise and update Wyeth on the
progress and results of the Research.

6. Confidentiality. Except as provided in Section 7, Investigator will not publish or disclose
any of Wyeth's confidential or proprietary information to third parties. Confidential
information of Wyeth includes, without limitation, any scientific, technical, trade or
business information disclosed by Wyeth to Investigator which is treated by Wyeth as
confidential or proprietary, whether or not such information is labeled or identified as
"Confidential". This confidentiality obligation does not apply to information which is
available to Investigator from an independent source, is already published, is required by
law to be disclosed or is/was known by Investigator independent of Wyeth's disclosure.
Such confidentiality obligations will end five (5) years after the respective Project Order
ends.

7. Publication. Investigator will have the right to publish and disclose the results of the
Research. In order to balance this right with Wyeth's proprietary interests, Investigator will
submit the proposed disclosure to Wyeth for its review at least thirty (30) days prior to the
scheduled disclosure of the results to any third party (including, without limitation, to any
journal for review). Wyeth will complete its review within thirty (30) days of receipt of the
submitted documents. Wyeth may request that Investigator delete from the documents
any reference to Wyeth's confidential information. If, during its thirty (30) day review
period, Wyeth notifies Recipient and/or Investigator that it desires to file patent application
on any Inventions disclosed in the documents, Investigator will defer publication/disclosure
for up to sixty (60) additional days from the date of submission of the document to Wyeth.

8. NO WARRANTY. THE MATERIAL IS PROVIDED TO RECIPIENT AND INVESTIGATOR AS-IS
AND WITHOUT WARRANTY, EXPRESS OR IMPLIED, INCLUDING ANY WARRANTY OF

MERCHANTABILITY, TITLE OR FITNESS FOR A PARTICULAR PURPOSE. Additionally, Wyeth
does not warrant that any Material supplied hereunder is free from disease or pathogen or

189



other contaminant which may affect the supplied Material or any animals, cells or tissues
with which the Material comes in contact.

9. Indemnification. To the extent authorized under the Constitution and the laws of the
State of Texas, Recipient will indemnify and hold Wyeth harmless from any claims or
liability resulting from Recipient's and Investigator's negligent use of the Material, except
insofar as such claims or liability result from Wyeth's negligence or wrongdoing.

10. Termination. Either Wyeth or Recipient may terminate this Agreement or any Project
Order (s) on thirty (30) days prior written notice to the other party. Upon termination,
Investigator shall immediately return to Wyeth its confidential information, and any unused
samples of the Material, and all of Recipient's and Investigator's rights to use the Material
shall end. Following termination, neither Wyeth nor Recipient shall have any further
obligations under this Agreement, except that Sections 5 through 8 shall survive.

REMAINDER OF THIS PAGE IS BLANK

IN WITNESS WHEREOF, the parties hereto have executed this Agreement by proper duly
authorized persons.

WYETH RESEARCH DIVISION The University of Texas M. D.
Anderson Cancer Center
By:
By:
Print Name: Leonard A. Zwelling, M.D., M.B.A.
Vice President for Research Administration
Title:
(Duly Authorized) Date:
Date:

PROJECT ORDER ATTACHED HERE
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Simple Biomaterials License Agreement

This Agreement, made between the ("UNIVERSITY"), and ("COMPANY")
having an office at , is effective as of (hereinafter the Effective Date).

1. THE UNIVERSITY represents that it presently has custody of and has the authority to
license the following biological materials: description of material (the "MATERIALS").

2. COMPANY, as a pharmaceutical research and product development company, wishes to obtain a
non-exclusive license to the MATERIALS.

3. THE UNIVERSITY hereby grants to COMPANY, effective as of the date of the last signator to sign
this Agreement, a non-exclusive license to make and use but not to sell products and processes
encompassed within or incorporating the MATERIALS.

4. COMPANY agrees to utilize the MATERIAL solely for the purpose of COMPANY's own internal
research. It is understood that COMPANY will be using the MATERIALS as a research tool.
UNIVERSITY shall acquire no rights of any kind in any of COMPANY's proprietary compounds, their
compositions or uses, identified as a result of the use of the the MATERIALS. COMPANY shall have
the sole and unrestricted right to use all data developed as a result of utilizing the MATERIALS.

5. THE UNIVERSITY agrees to provide COMPANY with samples of the MATERIALS, as available, and
to make good faith efforts to replace the MATERIALS at a nominal fee in the event of their
unintentional destruction, providing that THE UNIVERSITY shall be under no obligation to replace the
MATERIALS more than once per calendar year.

6. The MATERIALS delivered hereby are experimental in nature. The UNIVERSITY makes no
warranties, representation or undertaking with respect to the utility, efficacy, nontoxicity, safety or
appropriateness of using the MATERIALS or with respect to the non-infringement of patent or other
proprietary rights not licensed hereunder.

7. COMPANY agrees to retain control over the MATERIALS, and agrees that it shall not sell or
otherwise transfer the MATERIALS, or any derivative of the MATERIALS to any other party, whether
with or without consideration, for any purpose or use, without the prior express written permission of
the UNIVERSITY.

8. COMPANY agrees that any person with the COMPANY utilizing the MATERIALS will be advised of,
and is subject to, the conditions in this Agreement.

9. COMPANY agrees that this Agreement does not preclude THE UNIVERSITY from distributing the
MATERIALS to third parties for research or commercial purposes.

10. COMPANY agrees to notify THE UNIVERSITY promptly of any commercial products
and processes incorporating the MATERIALS.

11. The UNIVERSITY shall not be liable for any use of the MATERIALS or related know-how, and
COMPANY hereby agrees to defend, indemnify and hold the UNIVERSITY and its employees harmless
from any loss, claim, damage or liability, of whatsoever kind of nature, which may arise from, or in
connection with this Agreement, or the use of the MATERIALS or related know-how hereunder.

12. COMPANY is encouraged to publish the results of its research projects using the
MATERIALS. In all oral presentations or written publications concerning these MATERIALS,
COMPANY will acknowledge the contribution of the named inventor, Dr. William Catterall,
of the MATERIALS, unless requested otherwise by THE UNIVERSITY or the named inventor.

13. NO WARRANTIES, EXPRESS OR IMPLIED, ARE OFFERED AS TO THE FITNESS FOR ANY
PURPOSE OF THE MATERIALS PROVIDED TO COMPANY UNDER THIS AGREEMENT OR THAT
THE MATERIALS DO NOT INFRINGE PATENT OR OTHER PROPRIETARY RIGHTS NOT
LICENSED HEREUNDER. COMPANY accepts license rights to the MATERIALS "as is," and
THE UNIVERSITY does not offer any guarantee as to its patentability.

14. COMPANY agrees in its use of the MATERIALS to comply with all applicable statutes,
regulations and guidelines, including Public Health Service regulations and guidelines.
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15. This Agreement shall be construed in accordance with the laws of the United States as
interpreted and applied by the courts in the State

16. This Agreement constitutes the entire understanding of THE UNIVERSITY and
COMPANY and supersedes all prior agreements and understandings with respect to the
MATERIALS.

17. In consideration of the grant in Paragraph 3, COMPANY hereby agrees to pay the sum
of as a non-refundable licensing fee for the MATERIALS, due in full within thirty
(30) Days of the Effective Date of this Agreement.

18. COMPANY agrees to pay a late fee for any overdue licensing fee due the UNIVERSITY
under terms of this Agreement. The late fee shall be computed as the prime rate plus Two
Percent (2%), as set forth by the Wall Street Journal on the date on which such payment is
due, of the outstanding, unpaid balance. The payment of such a late fee shall not
foreclose or limit UW from exercising any other rights it may have as a consequence of the
lateness of any payment.

19. In the event of material breach of this Agreement by COMPANY, the UNIVERSITY may,
at its sole discretion, terminate this agreement by notifying COMPANY, in writing, that this
Agreement is terminated as of the date of such written notification from UNIVERSITY (the
"Termination Letter"). COMPANY shall then comply with the terms of Attachment A,
execute such Attachment A, and return the fully signed Attachment A to UNIVERSITY
within thirty (30) days of the date of the Termination Letter to COMPANY.

20. The provisions of this Agreement are severable, and in the event that any provision of this
agreement shall be determined to be invalid or unenforceable under any controlling body of law,
such invalidity or unenforceability shall not in any way affect the validity or enforceability of the
remaining provisions of this agreement.

If the foregoing terms are acceptable, please have a representative of the COMPANY sign in the space
indicated for signature. Please return a copy of this Agreement to with payment. After receipt
of the executed Agreement and payment of the distribution fee we will arrange to provide you with
the MATERIALS.

The undersigned agrees with and accepts the foregoing.

UNIVERSITY COMPANY

Date Date
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ATTACHMENT A
Letter of Termination

The Biomaterials License Agreement executed between ("UNIVERSITY") and
the ("COMPANY") for description of material (the "MATERIALS") is terminated. In
executing this Letter of Termination, COMPANY warrants that all MATERIALS provided
under the Biomaterials License Agreement, including progeny, subclones and derivatives
thereof, have been destroyed.

Signature

Signator's Name

Title

Date
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L#:
PUBLIC HEALTH SERVICE
BIOLOGICAL MATERIALS LICENSE AGREEMENT
INTERNAL USE ONLY

This Agreement is entered into between the National Institutes of Health (“NIH”) or the Food and Drug
Administration (“FDA”), hereinafter singly or collectively referred to as “PHS”, agencies of the United States
Public Health Service within the Department of Health and Human Services (“HHS”) through the Office of
Technology Transfer, NIH, having an address at 6011 Executive Boulevard, Suite 325, Rockville, Maryland

20852-3804, U.S.A. and (“Licensee”), a corporation of ,

having an office at

1. Definitions:

(a) “Materials” means the following biological materials including all progeny,
subclones, and unmodified derivatives thereof:
as described in
and developed in the laboratory of
(b) “Licensed Products” means .

2. Licensee desires to obtain a license from PHS to use the Materials provided under this Agreement in
its commercial research or product development and marketing activities. Licensee represents that it
has the facilities, personnel, and expertise to use the Materials or the Licensed Products for
commercial purposes and agrees to expend reasonable efforts and resources to develop the Materials
or the Licensed Products for commercial use or commercial research.

3. PHS hereby grants to Licensee a non-exclusive license, within its research facilities, to make, have
made, use, but not to sell the Materials or the Licensed Products.

4. In consideration of the grant in Paragraph 3, Licensee agrees to make the following payments to PHS:
(a) Within thirty (30) days of its execution of this Agreement, a noncreditable,

nonrefundable license issue royalty of dollars ($X).

(b) A nonrefundable annual royalty of dollars ($X) which shall be
due and payable on January 1 of each calendar year. The annual royalty
for the first calendar year of this Agreement is due and payable within
thirty (30) days from the effective date of this Agreement and may be
prorated according to the fraction of the calendar year remaining between
the effective date of this Agreement and the next subsequent January 1.

(©) All payments required under this Agreement shall be paid in U.S. dollars
and payment options are listed in Appendix B. For conversion of foreign
currency to U.S. dollars, the conversion rate shall be the New York foreign
exchange rate quoted in The Wall Street Journal on the day that the
payment is due.

1) Any loss of exchange, value, taxes, or other expenses incurred in
the transfer or conversion to U.S. dollars shall be paid entirely by
Licensee; and

i) Additional royalties may be assessed by PHS on any payment that
is more than ninety (90) days overdue at the rate of one percent
(1%) per month. This one percent (1%) per month rate may be
applied retroactively from the original due date until the date of
receipt by PHS of the overdue payment and additional royalties.
The payment of any additional royalties shall not prevent PHS
from exercising any other rights it may have as a consequence of
the lateness of any payment.

A -XXX-200X

CONFIDENTIAL

PHS Biological Materials License Agreement - Internal Use Only
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10.

11.

12.

13.

14.
15.

16.

17.

18.

19.

Upon receipt by PHS of the license issue royalty and the prorated first year annual royalty and
verification of these royalties, PHS agrees to provide Licensee with samples of the Materials, as
available, and to replace these Materials, as available, at reasonable cost, in the event of their
unintentional destruction. PHS shall provide the Materials to Licensee as specified in Appendix A.
Licensee agrees to make written reports to PHS within sixty (60) days after the end of each calendar
year. These reports shall include, but not be limited to, progress on the research and development
involving the Materials or the Licensed Products and use of the Materials or the Licensed
Products. Licensee shall submit each report to PHS at the Mailing Address for Agreement notices
indicated on the Signature Page.

This Agreement shall become effective on the date when the last party to sign has executed this
Agreement, unless the provisions of Paragraph 23 are not fulfilled, and shall expire X)
years from this effective date, unless previously terminated under the terms of Paragraphs 14 or 15.
Licensee agrees to retain control over the Materials and the Licensed Products, and not to distribute
them to third parties without the prior written consent of PHS.

This Agreement does not preclude PHS from distributing the Materials or the Licensed Products to
third parties for research or commercial purposes.

By this Agreement, PHS grants no patent rights expressly or by implication to any anticipated or
pending PHS patent applications or issued patents.

NO WARRANTIES, EXPRESS OR IMPLIED, ARE OFFERED AS TO THE MERCHANTABILITY
OR FITNESS FOR ANY PURPOSE OF THE MATERIALS PROVIDED TO LICENSEE UNDER
THIS AGREEMENT, OR THAT THE MATERIALS OR THE LICENSED PRODUCTS MAY BE
EXPLOITED WITHOUT INFRINGING THE PATENT RIGHTS OF ANY THIRD PARTIES.
Licensee accepts license rights to the Materials “as is”, and PHS does not offer any guarantee of any
kind.

Licensee agrees to indemnify and hold harmless the United States Government from any claims, costs,
damages, or losses that may arise from or through Licensee’s use of the Materials or the Licensed
Products. Licensee further agrees that it shall not by its action bring the United States Government
into any lawsuit involving the Materials or the Licensed Products.

Licensee agrees in its use of the Materials or the Licensed Products to comply with all applicable
statutes, regulations, and guidelines, including PHS and HHS regulations and guidelines. Licensee
agrees not to use the Materials or the Licensed Products for research involving human subjects or
clinical trials in the United States without complying with 21 CFR Part 50 and 45 CFR Part 46.
Licensee agrees not to use the Materials or the Licensed Products for research involving human
subjects or clinical trials outside of the United States without notifying PHS, in writing, of such
research or trials and complying with the applicable regulations of the appropriate national control
authorities. Written notification to PHS of research involving human subjects or clinical trials
outside of the United States shall be given no later than sixty (60) days prior to commencement of such
research or trials.

Licensee may terminate this Agreement upon sixty (60) days written notice to PHS.

PHS may terminate this Agreement if Licensee is in default in the performance of any material
obligation under this Agreement, and if the default has not been remedied within ninety (90) days
after the date of written notice by PHS of the default.

Upon termination or expiration of this Agreement, Licensee agrees to return all Materials and the
Licensed Products to PHS, or provide PHS with written certification of their destruction.

Within ninety (90) days of termination or expiration of this Agreement, Licensee agrees to submit a
final report to PHS, and to submit to PHS payment of any royalties due.

Licensee is encouraged to publish the results of its research projects using the Materials or the
Licensed Products. In all oral presentations or written publications concerning the Materials or the
Licensed Products, Licensee shall acknowledge the contribution of Dr. and
the PHS agency supplying the Materials, unless requested otherwise by PHS or Dr.

This Agreement shall be construed in accordance with U.S. Federal law, as interpreted and applied by
the U.S. Federal courts in the District of Columbia. Federal law and regulations shall preempt any
conflicting or inconsistent provisions in this Agreement. Licensee agrees to be subject to the
jurisdiction of U.S. courts.

A -XXX-200X

CONFIDENTIAL
PHS Biological Materials License Agreement - Internal Use Only
Model 10-2005 Page 2 of 6 [Draft/Final] [Company] [Date]
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20.

21.

22.

23.

This Agreement constitutes the entire understanding of PHS and Licensee and supersedes all prior
agreements and understandings with respect to the Materials or the Licensed Products.
The provisions of this Agreement are severable, and in the event that any provision of this Agreement
shall be determined to be invalid or unenforceable under any controlling body of law, the invalidity or
unenforceability of any provision of this Agreement, shall not in any way affect the validity or
enforceability of the remaining provisions of this Agreement.
Paragraphs 11, 12, and 18 of this Agreement shall survive termination or expiration of this
Agreement.
The terms and conditions of this Agreement shall, at PHS’ sole option, be considered by PHS to be
withdrawn from Licensee’s consideration and the terms and conditions of this Agreement, and the
Agreement itself to be null and void, unless this Agreement is executed by the Licensee and a fully
executed original is received by PHS within sixty (60) days from the date of PHS signature found at
the Signature Page.

SIGNATURES BEGIN ON NEXT PAGE

A -XXX-200X
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PHS BIOLOGICAL MATERIALS LICENSE AGREEMENT
FOR LICENSEE’S INTERNAL USE ONLY
SIGNATURE PAGE
In Witness Whereof, the parties have executed this Agreement on the dates set forth below. Any
communication or notice to be given shall be forwarded to the respective addresses listed below.
For PHS:

Steven M. Ferguson Date

Director, Division of Technology Development and Transfer

Office of Technology Transfer

National Institutes of Health

Mailing Address for Agreement notices:

Chief, Monitoring & Enforcement Branch, DTDT

Office of Technology Transfer

National Institutes of Health

6011 Executive Boulevard, Suite 325

Rockville, Maryland 20852-3804 U.S.A.

For Licensee (Upon, information and belief, the undersigned expressly certifies or affirms that the contents of
any statements of Licensee made or referred to in this document are truthful and accurate.):
by:

Signature of Authorized Official Date

Printed Name

Title
I. Official and Mailing Address for Agreement notices:

II. Official and Mailing Address for Financial notices (Licensee’s contact person for royalty payments)

Name

Title
Mailing Address

Email Address:

Phone:

Fax:
Any false or misleading statements made, presented, or submitted to the United States Government, including
any relevant omissions, under this Agreement and during the course of negotiation of this Agreement are
subject to all applicable civil and criminal statutes including Federal statutes 31 U.S.C. §§3801-3812 (civil
liability) and 18 U.S.C. §1001 (criminal liability including fine(s) and/or imprisonment).

A -XXX-200X

CONFIDENTIAL
PHS Biological Materials License Agreement - Internal Use Only
Model 10-2005 Page 4 of 6 [Draft/Final] [Company] [Date]
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APPENDIX A — SHIPPING INFORMATION
Licensee’s Shipping Contact: information or questions regarding shipping should be directed to
Licensee’s Shipping Contact at:

Shipping Contact’s Name Title
Phone: () Fax: E-mail:
Shipping Address: Name & Address to which Materials should be shipped (please be specific):

Company Name & Department
Address:

A -XXX-200X

CONFIDENTIAL
PHS Biological Materials License Agreement - Internal Use Only
Model 10-2005 Page 5 of 6 [Draft/Final] [Company] [Date]
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Bank Name: Federal Reserve Bank

ABA# 021030004

TREAS NYC

BNF=/AC-75080031

OBI=Licensee Name and OTT Reference Number

Dollar Amount Wired=$$

NOTE: Only U.S. banks can wire directly to the Federal Reserve Bank. Foreign banks cannot wire directly to
the Federal Reserve Bank, but must go through an intermediary U.S. bank. Foreign banks may send the wire
transfer to the U.S. bank of their choice, who, in turn forwards the wire transfer to the Federal Reserve Bank.
Muailine Add or Rovalty P ]

National Institutes of Health

P.O. Box 360120

Pittsburgh, PA 15251-6120 USA

0 ioht Mail for Rovalty P [

National Institutes of Health

360120

Mellon Client Service Center

Room 670

500 Ross Street

Pittsburgh, PA 15262-0001

(412) 234-4381 (Customer Service)

Pl ke checl ble to: NIEL/P. Licensi
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L#:
PUBLIC HEALTH SERVICE
BIOLOGICAL MATERIALS LICENSE AGREEMENT
This Agreement is entered into between the National Institutes of Health (“NIH”) or the Food and Drug
Administration (“FDA”), hereinafter singly or collectively referred to as “PHS”, agencies of the United States
Public Health Service within the Department of Health and Human Services (“HHS”) through the Office of
Technology Transfer, NIH, having an address at 6011 Executive Boulevard, Suite 325, Rockville, Maryland

20852-3804, U.S.A. and (“Licensee”), a corporation of ,
having an office at .
1. Definitions:

(a) “Materials” means the following biological materials including all progeny,

subclones, and unmodified derivatives thereof:

as described in

and developed in the laboratory of

(b) “Licensed Products” means .

() “Net Sales” means the total gross receipts by Licensee for sales of Licensed
Products or from income from leasing, renting, or otherwise making
Licensed Products available to others without sale or other dispositions
transferring title, whether invoiced or not, less returns and allowances,
packing costs, insurance costs, freight out, taxes or excise duties imposed on
the transaction (if separately invoiced), and wholesaler and cash discounts in
amounts customary in the trade to the extent actually granted. No
deductions shall be made for commissions paid to individuals, whether they
are with independent sales agencies or regularly employed by Licensee, or
for the cost of collections.

(d) “Licensed Field of Use” means

2. Licensee desires to obtain a license from PHS to use the Materials provided under this Agreement in
its commercial research or product development and marketing activities. Licensee represents that it
has the facilities, personnel, and expertise to use the Materials or the Licensed Products for
commercial purposes and agrees to expend reasonable efforts and resources to develop the Materials
or the Licensed Products for commercial use or commercial research.

3. PHS hereby grants to Licensee:
(a) a worldwide, non-exclusive license to make, have made, and use the
Materials or the Licensed Products; and
(b) a worldwide, non-exclusive license to sell and have sold, to offer to sell and
to import the Licensed Products in the Field(s) of Use.
4. In consideration of the grant in Paragraph 3, Licensee hereby agrees to make the following payments to
PHS:
(a) Within thirty (30) days of its execution of this Agreement, a noncreditable,
nonrefundable license issue royalty of dollars ($X).
(b) A nonrefundable minimum annual royalty of dollars ($X) which

shall be due and payable on January 1 of each calendar year and may be
credited against earned royalties for sales made in that year. The minimum
annual royalty for the first calendar year of this Agreement is due and
payable within thirty (30) days from the effective date of this Agreement
and may be prorated according to the fraction of the calendar year remaining
between the effective date of this Agreement and the next subsequent

January 1.

(c) An earned royalty of percent (X%) of Net Sales, which
shall be due and payable within sixty (60) days of the end of each calendar
year.
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10.

11.

12.

13.

14.

(d) All payments required under this Agreement shall be paid in U.S. dollars
and payment options are listed in Appendix C. For conversion of foreign
currency to U.S. dollars, the conversion rate shall be the New York foreign
exchange rate quoted in The Wall Street Journal on the day that the payment
is due.
1) Any loss of exchange, value, taxes, or other expenses incurred in
the transfer or conversion to U.S. dollars shall be paid entirely by
Licensee; and
ii) Additional royalties may be assessed by PHS on any payment that
is more than ninety (90) days overdue at the rate of one percent
(1%) per month. This one percent (1%) per month rate may be
applied retroactively from the original due date until the date of
receipt by PHS of the overdue payment and additional royalties.
The payment of any additional royalties shall not prevent PHS
from exercising any other rights it may have as a consequence of
the lateness of any payment.
Upon receipt by PHS of the license issue royalty and the prorated first year minimum annual royalty
and verification of these royalties, PHS agrees to provide Licensee with samples of the Materials, as
available, and to replace these Materials, as available, at reasonable cost, in the event of their
unintentional destruction. PHS shall provide the Materials to Licensee as specified in Appendix A.
Licensee agrees to make written reports to PHS within sixty (60) days of December 31 for each
calendar year. This report shall state: the number, description, and aggregate Net Sales of Licensed
Products made, sold, or otherwise disposed of; the total gross income received by Licensee from
leasing, renting, or otherwise making Licensed Products available to others without sale or other
disposition transferring title, during the calendar year; and the resulting calculation of earned royalties
due PHS pursuant to Paragraph 4(c) and as shown in the example in Appendix B. Licensee shall
submit each report to PHS at the Mailing Address for Agreement notices indicated on the Signature
Page.
Licensee agrees to supply the laboratory of Dr. , at PHS, at no charge, reasonable
quantities of Materials or the Licensed Products that Licensee makes, uses, sells, or offers for sale or
otherwise makes available for public use. Licensee also agrees to supply, to the Mailing Address for
Agreement notices indicated on the Signature Page, the Office of Technology Transfer, NIH with
insert samples of the Licensed Products or their packaging for educational and display purposes only.
This Agreement shall become effective on the date when the last party to sign has executed this
Agreement, unless the provisions of Paragraph 25 are not fulfilled, and shall expire
(X) years from this effective date, unless previously terminated under the terms

of Paragraphs 16 or 17.

As part of Licensee's performance under this Agreement, Licensee agrees to make the Licensed
Products available to the public within (X) months from the effective date of this
Agreement.

Licensee agrees to retain control over the Materials and the Licensed Products, and not to distribute
them to third parties without the prior written consent of PHS except as provided in Paragraph 3.

This Agreement does not preclude PHS from distributing the Materials or the Licensed Products to
third parties for research or commercial purposes.

By this Agreement, PHS grants no patent rights expressly or by implication to any anticipated or
pending PHS patent applications or issued patents.

NO WARRANTIES, EXPRESS OR IMPLIED, ARE OFFERED AS TO THE MERCHANTABILITY
OR FITNESS FOR ANY PURPOSE OF THE MATERIALS PROVIDED TO LICENSEE UNDER
THIS AGREEMENT, OR THAT THE MATERIALS OR THE LICENSED PRODUCTS MAY BE
EXPLOITED WITHOUT INFRINGING THE PATENT RIGHTS OF ANY THIRD PARTIES.
Licensee accepts license rights to the Materials and the Licensed Products “as is”, and PHS does not
offer any guarantee of any kind.

Licensee agrees to indemnify and hold harmless the United States Government from any claims, costs,
damages, or losses that may arise from or through Licensee's use of the Materials or the Licensed
Products. Licensee further agrees that it shall not by its action bring the United States Government
into any lawsuit involving the Materials or the Licensed Products.

A-XXX-200X

CONFIDENTIAL
PHS Biological Materials License Agreement (BMLA)
Model 10-2005 Page 2 of 7 [Draft/Final] [Company] [Date]

201



15.

16.
17.

18.

19.

20.

21.

22.

23.

24,

25.

Licensee agrees in its use of the Materials or the Licensed Products to comply with all applicable
statutes, regulations, and guidelines, including PHS and HHS regulations and guidelines. Licensee
agrees not to use the Materials or the Licensed Products for research involving human subjects or
clinical trials in the United States without complying with 21 CFR Part 50 and 45 CFR Part 46.
Licensee agrees not to use the Materials or the Licensed Products for research involving human
subjects or clinical trials outside of the United States without notifying PHS, in writing, of such
research or trials and complying with the applicable regulations of the appropriate national control
authorities. Written notification to PHS of research involving human subjects or clinical trials outside
of the United States shall be given no later than sixty (60) days prior to commencement of such
research or trials.

Licensee may terminate this Agreement upon sixty (60) days written notice to PHS.

PHS may terminate this Agreement if Licensee is in default in the performance of any material
obligation under this Agreement, and if the default has not been remedied within ninety (90) days after
the date of written notice by PHS of the default.

Upon termination or expiration of this Agreement, Licensee agrees to return all Materials and the
Licensed Products to PHS, or provide PHS with written certification of their destruction.

Within ninety (90) days of termination or expiration of this Agreement, Licensee agrees to submit a
final report to PHS, and to submit to PHS payment of any royalties due.

Licensee is encouraged to publish the results of its research projects using the Materials or the
Licensed Products. In all oral presentations or written publications concerning the Materials or the
Licensed Products, Licensee shall acknowledge the contribution of Dr. and
the PHS agency supplying the Materials, unless requested otherwise by PHS or Dr.

This Agreement shall be construed in accordance with U.S. Federal law, as interpreted and applied by
the U.S. Federal courts in the District of Columbia. Federal law and regulations shall preempt any
conflicting or inconsistent provisions in this Agreement. Licensee agrees to be subject to the
jurisdiction of U.S. courts.
This Agreement constitutes the entire understanding of PHS and Licensee and supersedes all prior
agreements and understandings with respect to the Materials or the Licensed Products.
The provisions of this Agreement are severable, and in the event that any provision of the Agreement
shall be determined to be invalid or unenforceable under any controlling body of law, the invalidity or
unenforceability of any provision of this Agreement, shall not in any way affect the validity or
enforceability of the remaining provisions of this Agreement.
Paragraphs 13, 14, and 20 of this Agreement shall survive termination or expiration of this
Agreement.
The terms and conditions of this Agreement shall, at PHS’ sole option, be considered by PHS to be
withdrawn from Licensee’s consideration and the terms and conditions of this Agreement, and the
Agreement itself to be null and void, unless this Agreement is executed by the Licensee and a fully
executed original is received by PHS within sixty (60) days from the date of PHS signature found at
the Signature Page.

SIGNATURES BEGIN ON NEXT PAGE
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PHS BIOLOGICAL MATERIALS LICENSE AGREEMENT
SIGNATURE PAGE
In Witness Whereof, the parties have executed this Agreement on the dates set forth below. Any
communication or notice to be given shall be forwarded to the respective addresses listed below.
For PHS:

Steven M. Ferguson Date

Director, Division of Technology Development and Transfer

Office of Technology Transfer

National Institutes of Health

Mailing Address for Agreement notices:

Chief, Monitoring & Enforcement Branch, DTDT

Office of Technology Transfer

National Institutes of Health

6011 Executive Boulevard, Suite 325

Rockville, Maryland 20852-3804 U.S.A.

For Licensee (Upon, information and belief, the undersigned expressly certifies or affirms that the contents of
any statements of Licensee made or referred to in this document are truthful and accurate.):
by:

Signature of Authorized Official Date

Printed Name

Title
I. Official and Mailing Address for Agreement notices:

II. Official and Mailing Address for Financial notices (Licensee’s contact person for royalty payments)

Name

Title
Mailing Address:

Email Address:

Phone:

Fax:
Any false or misleading statements made, presented, or submitted to the Government, including any relevant
omissions, under this Agreement and during the course of negotiation of this Agreement are subject to all
applicable civil and criminal statutes including Federal statutes 31 U.S.C. §§3801-3812 (civil liability) and 18
U.S.C. §1001 (criminal liability including fine(s) and/or imprisonment).
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APPENDIX A — SHIPPING INFORMATION
Licensee’s Shipping Contact: information or questions regarding shipping should be directed to
Licensee’s Shipping Contact at:

Shipping Contact’s Name Title
Phone: () Fax: () E-mail:

Shipping Address: Name & Address to which Materials should be shipped (please be specific):

Company Name & Department
Address:
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APPENDIX B - EXAMPLE ROYALTY REPORT

Required royalty report information includes:

e  OTT license reference number (L-XXX-200X/0)
e Reporting period
e Catalog number and units sold of each Licensed Product (domestic and foreign)
e  Gross Sales per catalog number per country
e Total Gross Sales
e Itemized deductions from Gross Sales
e Total Net Sales
e Earned Royalty Rate and associated calculations
e Gross Earned Royalty
e  Adjustments for Minimum Annual Royalty (MAR) and other creditable payments made
e Net Earned Royalty due
Example
Catalog Number Product Name Country Units Sold Gross Sales
(US$)
1 A uUsS 250 62,500
1 A UK 32 16,500
1 A France 25 15,625
2 B uUsS 0 0
3 C uUsS 57 57,125
4 D US 12 1,500
Total Gross Sales 153,250
Less Deductions:
Freight 3,000
Returns 7,000
Total Net Sales 143,250
Royalty Rate 8%
Royalty Due 11,460
Less Creditable Payments 10,000
Net Royalty Due 1,460
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APPENDIX C — ROYALTY PAYMENT OPTIONS
NIH/PHS License Agreements
*In order to process payment via Electronic Funds Transfer sender MUST supply the following
information:
Procedure for Transfer of Electronic Funds to NIH for Royalty Payments
Bank Name: Federal Reserve Bank
ABA# 021030004
TREAS NYC
BNF=/AC-75080031
OBI=Licensee Name and OTT Reference Number
Dollar Amount Wired=$$
NOTE: Only U.S. banks can wire directly to the Federal Reserve Bank. Foreign banks cannot wire directly to
the Federal Reserve Bank, but must go through an intermediary U.S. bank. Foreign banks may send the wire
transfer to the U.S. bank of their choice, who, in turn forwards the wire transfer to the Federal Reserve Bank.
Mailing Address for Royalty Payments:
National Institutes of Health
P.O. Box 360120
Pittsburgh, PA 15251-6120 USA
Overnight Mail for Royalty Payments only
National Institutes of Health
360120
Mellon Client Service Center
Room 670
500 Ross Street
Pittsburgh, PA 15262-0001
(412) 234-4381 (Customer Service)
Please make checks payable to: NIH/Patent Licensing
The OTT Reference Number MUST appear on checks, reports and correspondence
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PUBLIC HEALTH SERVICE
NON-EXCLUSIVE PATENT LICENSE AGREEMENT
FOR INTERNAL COMMERCIAL USE
COVER PAGE
For PHS internal use only:
License Number:
License Application Number:

Serial Number(s) of Licensed Patent(s) or Patent Application(s):
Licensee:

Additional Remarks:

Public Benefit(s):

This Patent License Agreement, hereinafter referred to as the “Agreement”, consists of this Cover Page, an
attached Agreement, a Signature Page, Appendix A (List of Patent(s) or Patent Application(s)), Appendix B
(Licensed Products, Processes, Territory, Field of Use and Termination), Appendix C (Royalties), Appendix D
(Shipping Information) and Appendix E (Royalty Payment Options). The Parties to this Agreement are:
1) The National Institutes of Health (“NIH”) or the Food and Drug Administration
(“FDA”), hereinafter singly or collectively referred to as “PHS”, agencies of the
United States Public Health Service within the Department of Health and Human
Services (“HHS”); and
2) The person, corporation, or institution identified above and on the Signature Page, having
offices at the address indicated on the Signature Page, hereinafter referred to as “Licensee.”
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PUBLIC HEALTH SERVICE
NON-EXCLUSIVE PATENT LICENSE AGREEMENT
FOR INTERNAL COMMERCIAL USE

This Agreement is entered into between the National Institutes of Health (“NIH”) or the Food and Drug
Administration (“FDA”), hereinafter singly or collectively referred to as “PHS”, agencies of the United States
Public Health Service within the Department of Health and Human Services (“HHS”) through the Office of
Technology Transfer, NIH, 6011 Executive Boulevard, Suite 325, Rockville, Maryland 20852-3804 U.S.A.; and

(“Licensee”), a corporation of

, having an office at

PHS and Licensee agree as follows:
1. BACKGROUND

1.1

1.2

1.3

1.4

1.5

In the course of conducting biomedical and behavioral research, PHS investigators made
inventions that may have commercial applicability.

By assignment of rights from PHS employees and other inventors, HHS, on behalf of the
Government, owns intellectual property rights claimed in any United States or foreign patent
applications or patents corresponding to the assigned inventions. HHS also owns any tangible
embodiments of these inventions actually reduced to practice by PHS.

The Secretary for Health of HHS has delegated to PHS the authority to enter into this
Agreement for the licensing of rights to these inventions under 35 U.S.C. §§200-212, the
Federal Technology Transfer Act of 1986, 15 U.S.C. §3710a, and the regulations governing
the licensing of Government-owned inventions, 37 CFR Part 404.

PHS desires to transfer these inventions to the private sector through commercial research
licenses to facilitate the commercial development of products and processes for public use and
benefit.

Licensee desires to acquire the rights to use certain of these inventions in order to develop
processes, methods, or marketable products for public use and benefit.

2. DEFINITIONS

2.1
2.2

23
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“Government” means the government of the United States of America.
“Licensed Patent Rights” shall mean:
(a) U.S. patent applications and patents listed in Appendix A, all
divisions and continuations of these applications, all patents issuing
from such applications, divisions, and continuations, and any
reissues, reexaminations, and extensions of all such patents;
(b) to the extent that the following contain one or more claims directed
to the invention or inventions claimed in 2.2(a):
(1) continuations-in-part of 2.2(a);
(ii) all divisions and continuations of these continuations-in-
part;
(iii) all patents issuing from these continuations-in-part,
divisions, and continuations; and
(iv) any reissues, reexaminations, and extensions of these
patents;
() to the extent that the following contain one or more claims directed
to the invention or inventions claimed in 2.2(a): all counterpart
foreign applications and patents to 2.2(a) and 2.2(b), including
those listed in Appendix A; and
(d) Licensed Patent Rights shall not include 2.2(b) or 2.2(c) to the
extent that they contain one or more claims directed to new matter
which is not the subject matter of a claim in 2.2(a).
“Licensed Products” means tangible materials, identified in Appendix B, which, in the course
of manufacture, use, sale, or importation would be within the scope of one or more claims of
the Licensed Patent Rights that have not been held unpatentable, invalid or unenforceable by
an unappealed or unappealable judgment of a court of competent jurisdiction.
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2.5
2.6

“Licensed Processes” means processes, identified in Appendix B, which, in the course of
being practiced, would be within the scope of one or more claims of the Licensed Patent
Rights that have not been held unpatentable, invalid or unenforceable by an unappealed or
unappealable judgment of a court of competent jurisdiction.

“Licensed Territory” means the geographical area identified in Appendix B.

“Licensed Fields of Use” means the field of use identified in Appendix B.

3. GRANT OF RIGHTS

3.1

3.2
3.3

34

PHS hereby grants and Licensee accepts, subject to the terms and conditions of this
Agreement, a nonexclusive license under the Licensed Patent Rights in the Licensed
Territory to make and to use, but not to sell the Licensed Products and Licensed Processes
in the Licensed Fields of Use only.

Licensee has no right to sublicense.

This Agreement confers no license or rights by implication, estoppel, or otherwise under any
patent applications or patents of PHS other than the Licensed Patent Rights regardless of
whether such patents are dominant or subordinate to the Licensed Patent Rights.

PHS acknowledges that information relating to the Licensed Patent Rights may be of
assistance to Licensee in its commercialization efforts. Accordingly, PHS shall consider
reasonable requests by Licensee for access to the inventors of the Licensed Patent Rights.

4. ROYALTIES

4.1

4.2
43

4.4

Licensee agrees to pay PHS a non-creditable, nonrefundable license issue royalty as set forth
in Appendix C.

Licensee agrees to pay PHS a nonrefundable annual royalty as set forth in Appendix C.

All royalties due under this Agreement shall be paid in U.S. dollars, net of all non-U.S. taxes,
and payment options are listed in Appendix E. For conversion of foreign currency to U.S.
dollars, the conversion rate shall be the New York foreign exchange rate quoted in The Wall
Street Journal on the day that the payment is due.

Additional royalties may be assessed by PHS on any payment that is more than ninety (90)
days overdue at the rate of one percent (1%) per month. This one percent (1%) per month rate
may be applied retroactively from the original due date until the date of receipt by PHS of the
overdue payment and additional royalties. The payment of any additional royalties shall not
prevent PHS from exercising any other rights it may have as a consequence of the lateness of
any payment.

5. PERFORMANCE

5.1

52

53

5.4
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Upon receipt and verification of the royalties due under Paragraphs 4.1 and 4.2, PHS agrees, if
Licensed Products are available to PHS, to provide Licensee with samples of the Licensed
Products to the individual and address listed in Appendix D and, at reasonable cost to
Licensee, to replace them in the event of their unintentional destruction. Licensee agrees to
retain control over the Licensed Products and shall not distribute or release them to others
without the prior written consent of PHS.

Licensee shall expend reasonable efforts and resources to carry out the research development
plan submitted with Licensee's application for a license and shall begin research within six (6)
months of the effective date of this Agreement.

Licensee agrees in its use of any Licensed Products provided by PHS to comply with all
applicable statutes, regulations, and guidelines, including PHS and HHS regulations and
guidelines. Licensee agrees not to use the Licensed Products for research involving human
subjects or clinical trials in the United States without complying with 21 CFR Part 50 and 45
CFR Part 46. Licensee agrees not to use the Licensed Products for research involving human
subjects or clinical trials outside of the United States without notifying PHS, in writing, of this
research or trials and complying with the applicable regulations of the appropriate national
control authorities. Written notification to PHS of research involving human subjects or
clinical trials outside of the United States shall be given no later than sixty (60) days prior to
commencement of this research or trials.

Licensee shall provide written annual reports within sixty (60) days of the end of each
calendar year detailing the current status of on-going research using Licensed Products.
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55 All plans and reports required by this Article 5 shall be treated by PHS as commercial and
financial information obtained from a person and as privileged and confidential and, to the
extent permitted under the research development plan by law, not subject to disclosure under
the Freedom of Information Act, 5 U.S.C. §552.

6. NEGATION OF WARRANTIES AND INDEMNIFICATION

6.1 PHS offers no warranties other than those expressly specified in Article 1.

6.2 PHS does not warrant the validity of the Licensed Patent Rights and makes no
representations whatsoever with regard to the scope of the Licensed Patent Rights, or that the
Licensed Patent Rights may be exploited without infringing other patents or other intellectual
property rights of third parties.

6.3 PHS MAKES NO WARRANTIES, EXPRESSED OR IMPLIED, OF MERCHANTABILITY
OR FITNESS FOR A PARTICULAR PURPOSE OF ANY SUBJECT MATTER DEFINED
BY THE CLAIMS OF THE LICENSED PATENT RIGHTS OR OF ANY LICENSED
PRODUCTS PROVIDED TO LICENSEE UNDER PARAGRAPH 5.1.

6.4 PHS does not represent that it shall commence legal actions against third parties infringing the
Licensed Patent Rights.

6.5 Licensee shall indemnify and hold PHS, its employees, students, fellows, agents, and
consultants harmless from and against all liability, demands, damages, expenses, and losses,
including but not limited to death, personal injury, illness, or property damage in connection
with or arising out of:

(a) the use by Licensee, its directors, employees, or third parties of any
Licensed Patent Rights, or

(b) the design, manufacture, distribution, or use of any Licensed
Products or materials provided under Paragraph 5.1, or other
products or processes developed in connection with or arising out
of the Licensed Patent Rights.

6.6 Licensee agrees to maintain a liability insurance program consistent with sound business
practice.

7. TERM, TERMINATION AND MODIFICATION OF RIGHTS

7.1 This Agreement is effective when signed by all parties, unless the provisions of Paragraph 8.8
are not fulfilled, and shall terminate at the time specified in Appendix B, unless previously
terminated under the terms of this Article 7.

7.2 In the event that Licensee is in default in the performance of any material obligations under
this Agreement, including but not limited to the obligations listed in Paragraph 7.3 and if the
default has not been remedied within ninety (90) days after the date of notice in writing of the
default, PHS may terminate this Agreement by written notice and pursue outstanding
royalties owed through procedures provided by the Federal Debt Collection Act.

7.3 PHS shall specifically have the right to terminate this Agreement by written notice if
Licensee:

(a) has not demonstrated that it is executing the research plan
submitted with its application for a license or that it has not taken
or cannot be expected to take, within a reasonable time, effective
steps to achieve the practical application of the Licensed Patent
Rights as contemplated by this Agreement; or

(b) has willfully made a false statement of or willfully omitted a
material fact in its application for a license or in any report required
by this Agreement.

7.4 PHS reserves the right according to 35 U.S.C. §209(d)(3) to terminate this Agreement if it is
determined that this action is necessary to meet the requirements for public use specified by
Federal regulations issued after the date of the license and these requirements are not
reasonably satisfied by Licensee.

7.5 Licensee shall have a unilateral right to terminate this Agreement by giving PHS sixty (60)
days written notice to that effect.
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7.6

7.7

7.8

7.9

Within thirty (30) days of receipt of written notice of PHS’ unilateral decision to terminate
this Agreement, Licensee may, consistent with the provisions of 37 CFR §404.11, appeal the
decision by written submission to the Director of NIH or designee. The decision of the NIH
Director or designee shall be the final agency decision. Licensee may thereafter exercise any
and all administrative or judicial remedies that may be available.

If either party desires a modification to this Agreement, the parties shall, upon reasonable
notice of the proposed modification by the party desiring the change, confer in good faith to
determine the desirability of the modification. No modification shall be effective until a
written amendment is signed by the signatories to this Agreement or their designees.

Within thirty (30) days of the termination of this Agreement under this Article 7 or expiration
under Paragraph 7.1, Licensee shall submit payment of any royalties due and shall return all
Licensed Products or other materials included within the Licensed Patent Rights to PHS or
provide PHS with certification of their destruction.

Paragraphs 4.3, 5.5, 6.1-6.5, 7.6, and 7.8 of this Agreement shall survive termination of this
Agreement.

8. GENERAL PROVISIONS

8.1

8.2

8.3

8.4

8.5

8.6

8.7
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This Agreement constitutes the entire agreement between the parties relating to the subject
matter of the Licensed Patent Rights, and all prior negotiations, representations, agreements,
and understandings are merged into, extinguished by, and completely expressed by this
Agreement.
The provisions of this Agreement are severable, and in the event that any provision of this
Agreement shall be determined to be invalid or unenforceable under any controlling body of
law, such determination shall not in any way affect the validity or enforceability of the
remaining provisions of this Agreement.
The construction, validity, performance, and effect of this Agreement shall be governed by
Federal law as applied by the Federal courts in the District of Columbia.
All Agreement notices required or permitted by this Agreement shall be given by prepaid,
first class, registered or certified mail properly addressed to the other party at the address
designated on the following Signature Page, or to another address as may be designated in
writing by such other party, and shall be effective as of the date of the postmark of such
notice.
This Agreement shall not be assigned by Licensee except:
(a) with the prior written consent of PHS; or
(b) as part of a sale or transfer of substantially the entire business of Licensee
relating to operations which concern this Agreement; and
(©) Licensee shall notify PHS within ten (10) days of any assignment of this
Agreement by Licensee.
Licensee acknowledges that it is subject to and agrees to abide by the United States laws and
regulations (including the Export Administration Act of 1979 and Arms Export Control Act)
controlling the export of technical data, computer software, laboratory prototypes, biological
materials and other commodities. The transfer of these items may require a license from the
appropriate agency of the Government or written assurances by Licensee that it shall not
export other items to certain foreign countries without prior approval of the agency. PHS
neither represents that a license is or is not required or that, if required, it shall be issued.
The parties agree to attempt to settle amicably any controversy or claim arising under this
Agreement or a breach of this Agreement, except for appeals of modification or termination
decisions provided for in Article 7. Licensee agrees first to appeal any such unsettled claims
or controversies to the designated PHS official or designee, whose decision shall be
considered the final agency decision. Thereafter, Licensee may exercise any administrative or
judicial remedies that may be available.
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8.8 The terms and conditions of this Agreement shall, at PHS’ sole option, be considered by PHS
to be withdrawn from Licensee’s consideration and the terms and conditions of this
Agreement, and the Agreement itself to be null and void, unless this Agreement is executed
by the Licensee and a fully executed original is received by PHS within sixty (60) days from
the date of PHS signature found at the Signature Page.

SIGNATURES BEGIN ON NEXT PAGE
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PHS NON-EXCLUSIVE PATENT LICENSE AGREEMENT
FOR INTERNAL COMMERCIAL USE
FOR PHS:
by:
Steven M. Ferguson Date
Director, Division of Technology Development and Transfer
Office of Technology Transfer
National Institutes of Health
Mailing Address for Agreement notices:
Chief, Monitoring & Enforcement Branch
Office of Technology Transfer
National Institutes of Health
6011 Executive Boulevard, Suite 325
Rockville, Maryland 20852-3804 U.S.A.
FOR Licensee (Upon information and belief, the undersigned expressly certifies or affirms that the contents of
any statements of Licensee made or referred to in this document are truthful and accurate.):
Licensee
by:
Signature of Authorized Official Date

Printed Name

Title
I. Official and Mailing Address for Agreement notices:

II. Official and Mailing Address for Financial notices (Licensee’s contact person for royalty payments)

Name

Title
Mailing Address:

Email Address:
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Phone:

Fax:

Any false or misleading statements made, presented, or submitted to the Government, including any relevant
omissions, under this Agreement and during the course of negotiation of this Agreement are subject to all
applicable civil and criminal statutes including Federal statutes 31 U.S.C. §§3801-3812 (civil liability) and 18
U.S.C. §1001 (criminal liability including fine(s) or imprisonment).
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APPENDIX A — PATENT(S) OR PATENT APPLICATION(S)
Patent(s) or Patent Application(s):
L.
1L
II1.
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IL.

III.

Iv.

APPENDIX B — LICENSED PRODUCTS. PROCESSES. TERRITORY, FIELD OF USE AND
TERMINATION

Licensed Products:
(a)
Licensed Processes:
(@)
Licensed Territory:
(a)
Licensed Fields of Use:
(@)
Termination:
(a) This Agreement shall terminate
7.1.
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(X) years from the effective date as defined in Paragraph
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APPENDIX C — ROYALTIES

Royalties:
L. Licensee agrees to pay to PHS a noncreditable, nonrefundable license issue royalty in the amount of
dollars ($X) within thirty (30) days from the effective date of this Agreement.
II. Licensee agrees to pay to PHS a nonrefundable annual royalty in the amount of dollars ($X)
as follows:

(a) The first annual royalty is due within thirty (30) days of the effective date of this Agreement
and may be prorated according to the fraction of the calendar year remaining between the
effective date of this Agreement and the next subsequent January 1; and

(a) Subsequent annual royalty payments are due and payable on January 1 of each calendar year.
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APPENDIX D — SHIPPING INFORMATION
Licensee’s Shipping Contact: information or questions regarding shipping should be directed to
Licensee’s Shipping Contact at:

Shipping Contact’s Name Title
Phone: () Fax: () E-mail:

Shipping Address: Name & Address to which Materials should be shipped (please be specific):

Company Name & Department
Address:

A-XXX-200X
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APPENDIX E - ROYALTY PAYMENT OPTIONS
NIH/PHS License Agreements
*In order to process payment via Electronic Funds Transfer sender MUST supply the following
information:
Procedure for Transfer of Electronic Funds to NIH for Royalty Payments
Bank Name: Federal Reserve Bank
ABA# 021030004
TREAS NYC
BNF=/AC-75080031
OBI=Licensee Name and OTT Reference Number
Dollar Amount Wired=$$
NOTE: Only U.S. banks can wire directly to the Federal Reserve Bank. Foreign banks cannot wire directly to
the Federal Reserve Bank, but must go through an intermediary U.S. bank. Foreign banks may send the wire
transfer to the U.S. bank of their choice, who, in turn forwards the wire transfer to the Federal Reserve Bank.
Mailing Address for Royalty Payments:
National Institutes of Health
P.O. Box 360120
Pittsburgh, PA 15251-6120 USA
Overnight Mail for Royalty Payments only
National Institutes of Health
360120
Mellon Client Service Center
Room 670
500 Ross Street
Pittsburgh, PA 15262-0001
(412) 234-4381 (Customer Service)
Please make checks payable to: NIH/Patent Licensing
The OTT Reference Number MUST appear on checks, reports and correspondence
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PUBLIC HEALTH SERVICE
PATENT LICENSE AGREEMENT - NONEXCLUSIVE
COVER PAGE
For PHS internal use only:
License Number:
License Application Number:
Serial Number(s) of Licensed Patent(s) or Patent Application(s):

Licensee:
Cooperative Research and Development Agreement (CRADA) Number (if a subject invention):

Additional Remarks:

Public Benefit(s):
This Patent License Agreement, hereinafter referred to as the “Agreement”, consists of this Cover Page, an
attached Agreement, a Signature Page, Appendix A (List of Patent(s) or Patent Application(s)), Appendix B
(Fields of Use and Territory), Appendix C (Royalties), Appendix D ((Benchmarks and Performance), Appendix
E (Commercial Development Plan), Appendix F (Example Royalty Report), and Appendix G (Royalty Payment
Options). The Parties to this Agreement are:
1) The National Institutes of Health (“NIH”) or the Food and Drug Administration
(“FDA”), hereinafter singly or collectively referred to as “PHS”, agencies of the
United States Public Health Service within the Department of Health and Human
Services (“HHS”); and
2) The person, corporation, or institution identified above and on the Signature Page,
having offices at the address indicated on the Signature Page, hereinafter referred to
as “Licensee.”
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PHS PATENT LICENSE AGREEMENT--NONEXCLUSIVE

PHS and Licensee agree as follows:
1. BACKGROUND

1.1

1.2

1.3

1.4

1.5

In the course of conducting biomedical and behavioral research, PHS investigators made
inventions that may have commercial applicability.

By assignment of rights from PHS employees and other inventors, HHS, on behalf of the
Government, owns intellectual property rights claimed in any United States or foreign patent
applications or patents corresponding to the assigned inventions. HHS also owns any
tangible embodiments of these inventions actually reduced to practice by PHS.

The Secretary of HHS has delegated to PHS the authority to enter into this Agreement for
the licensing of rights to these inventions under 35 U.S.C. §§200-212, the Federal Technology
Transfer Act of 1986, 15 U.S.C. §3710(a), and the regulations governing the licensing of
Government-owned inventions, 37 CFR Part 404.

PHS desires to transfer these inventions to the private sector through commercialization
licenses to facilitate the commercial development of products and processes for public use and
benefit.

Licensee desires to acquire commercialization rights to certain of these inventions in order to
develop processes, methods, or marketable products for public use and benefit.

2. DEFINITIONS

2.1
2.2

23

24
2.5
2.6

2.7

A-XXX-200X
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“Benchmarks” mean the performance milestones that are set forth in Appendix D.
“Commercial Development Plan” means the written commercialization plan attached as
Appendix E.

“First Commercial Sale” means the initial transfer by or on behalf of Licensee of Licensed

Products or the initial practice of a Licensed Process by or on behalf of Licensee in

exchange for cash or some equivalent to which value can be assigned for the purpose of

determining Net Sales.

“Government” means the Government of the United States of America.

“Licensed Fields of Use” means the fields of use identified in Appendix B.

“Licensed Patent Rights” shall mean:

(a) Patent applications (including provisional patent applications and PCT patent
applications) or patents listed in Appendix A, all divisions and continuations of these
applications, all patents issuing from these applications, divisions, and continuations,
and any reissues, reexaminations, and extensions of all these patents;

(b) to the extent that the following contain one or more claims directed to the invention
or inventions disclosed in 2.6(a):

(1) continuations-in-part of 2.6(a);

(i1) all divisions and continuations of these
continuations-in-part;

(i) all patents issuing from these continuations-in-part,
divisions, and continuations;

(iv) priority patent application(s) of 2.6(a); and

(v) any reissues, reexaminations, and extensions of all these
patents;

(©) to the extent that the following contain one or more claims directed to the invention
or inventions disclosed in 2.6(a): all counterpart foreign and U.S. patent applications
and patents to 2.6(a) and 2.6(b), including those listed in Appendix A; and

(d) Licensed Patent Rights shall not include 2.6(b) or 2.6(c) to the extent that they
contain one or more claims directed to new matter which is not the subject matter
disclosed in 2.6(a).

“Licensed Processes” means processes, which in the course of being practiced, would be

within the scope of one or more claims of the Licensed Patent Rights that have not been held

unpatentable, invalid or unenforceable by an unappealed or unappealable judgment of a court
of competent jurisdiction.
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2.8

2.9
2.10

2.11

“Licensed Products” means tangible materials, which in the course of manufacture, use, sale,
or importation, would be within the scope of one or more claims of the Licensed Patent
Rights that have not been held unpatentable, invalid or unenforceable by an unappealed or
unappealable judgment of a court of competent jurisdiction.

“Licensed Territory” means the geographical area identified in Appendix B.

“Net Sales” means the total gross receipts for sales of Licensed Products or practice of
Licensed Processes by or on behalf of Licensee, and from leasing, renting, or otherwise
making Licensed Products available to others without sale or other dispositions, whether
invoiced or not, less returns and allowances, packing costs, insurance costs, freight out, taxes
or excise duties imposed on the transaction (if separately invoiced), and wholesaler and cash
discounts in amounts customary in the trade to the extent actually granted. No deductions
shall be made for commissions paid to individuals, whether they are with independent sales
agencies or regularly employed by Licensee, and on its payroll, or for the cost of collections.
“Practical Application” means to manufacture in the case of a composition or product, to
practice in the case of a process or method, or to operate in the case of a machine or system;
and in each case, under these conditions as to establish that the invention is being utilized and
that its benefits are to the extent permitted by law or Government regulations available to the
public on reasonable terms.

3. GRANT OF RIGHTS

3.1

3.2

PHS hereby grants and Licensee accepts, subject to the terms and conditions of this
Agreement, a nonexclusive license under the Licensed Patent Rights in the Licensed
Territory to make and have made, to use and have used, to sell and have sold, to offer to sell,
and to import any Licensed Products in the Licensed Fields of Use and to practice and have
practiced any Licensed Processes in the Licensed Fields of Use.

This Agreement confers no license or rights by implication, estoppel, or otherwise under any
patent applications or patents of PHS other than the Licensed Patent Rights regardless of
whether these patents are dominant or subordinate to the Licensed Patent Rights.

4. SUBLICENSING

4.1

Licensee has no right to sublicense.

5. STATUTORY AND PHS REQUIREMENTS AND RESERVED GOVERNMENT RIGHTS

5.1 Prior to the First Commercial Sale, Licensee agrees to provide PHS with reasonable
quantities of Licensed Products or materials made through the Licensed Processes for PHS
research use.

5.2 Licensee agrees that products used or sold in the United States embodying Licensed
Products or produced through use of Licensed Processes shall be manufactured substantially
in the United States, unless a written waiver is obtained in advance from PHS.

6. ROYALTIES AND REIMBURSEMENT

6.1 Licensee agrees to pay PHS a noncreditable, nonrefundable license issue royalty as set forth
in Appendix C.

6.2 Licensee agrees to pay PHS a nonrefundable minimum annual royalty as set forth in
Appendix C.

6.3 Licensee agrees to pay PHS earned royalties as set forth in Appendix C.

6.4 Licensee agrees to pay PHS benchmark royalties as set forth in Appendix C.

6.5 A patent or patent application licensed under this Agreement shall cease to fall within the
Licensed Patent Rights for the purpose of computing earned royalty payments in any given
country on the earliest of the dates that:

(a) the application has been abandoned and not continued;

(b) the patent expires or irrevocably lapses; or

(c) the claim has been held to be invalid or unenforceable by an unappealed or
unappealable decision of a court of competent jurisdiction or administrative agency.

6.6 No multiple royalties shall be payable because any Licensed Products or Licensed Processes
are covered by more than one of the Licensed Patent Rights.
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6.7

6.8

6.9

6.10

6.11

On sales of Licensed Products by Licensee made in other than an arms-length transaction,
the value of the Net Sales attributed under this Article 6 to this transaction shall be that which
would have been received in an arms-length transaction, based on sales of like quantity and
quality products on or about the time of this transaction.

With regard to expenses associated with the preparation, filing, prosecution, and maintenance

of all patent applications and patents included within the Licensed Patent Rights and

incurred by PHS prior to the effective date of this Agreement, Licensee shall pay PHS, as an
additional royalty, within sixty (60) days of PHS’ submission of a statement and request for
payment to Licensee, an amount equivalent to such patent expenses previously incurred by

PHS.

With regard to expenses associated with the preparation, filing, prosecution, and maintenance

of all patent applications and patents included within the Licensed Patent Rights and

incurred by PHS on or after the effective date of this Agreement, PHS, at its sole option,
may require Licensee:

(a) to pay PHS on an annual basis, within sixty (60) days of PHS' submission of a
statement and request for payment, a royalty amount equivalent to all patent
expenses incurred during the previous calendar year(s);

(b) to pay these expenses directly to the law firm employed by PHS to handle these
functions. However, in this event, PHS and not Licensee shall be the client of the
law firm; or

(c) under exceptional circumstances, Licensee may be given the right to assume
responsibility for the preparation, filing, prosecution, or maintenance of any patent
application or patent included with the Licensed Patent Rights. In that event,
Licensee shall directly pay the attorneys or agents engaged to prepare, file, prosecute,
or maintain these patent applications or patents and shall provide PHS with copies of
each invoice associated with these services as well as documentation that these
invoices have been paid.

PHS agrees, upon written request, to provide Licensee with summaries of patent prosecution

invoices for which PHS has requested payment from the Licensee under Paragraphs 6.8 and

6.9.

Licensee may elect to surrender its rights in any country of the Licensed Territory under any

of the Licensed Patent Rights upon sixty (60) days written notice to PHS and owe no

payment obligation under Paragraph 6.9 for patent-related expenses incurred in that country
after the effective date of the written notice.

7. PATENT FILING, PROSECUTION, AND MAINTENANCE

7.1

PHS agrees to take responsibility for the preparation, filing, prosecution, and maintenance of
any and all patent applications or patents included in the Licensed Patent Rights.

8. RECORD KEEPING

8.1

A-XXX-200X
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Licensee agrees to keep accurate and correct records of Licensed Products made, used, sold,
or imported and Licensed Processes practiced under this Agreement appropriate to
determine the amount of royalties due PHS. These records shall be retained for at least five
(5) years following a given reporting period and shall be available during normal business
hours for inspection, at the expense of PHS, by an accountant or other designated auditor
selected by PHS for the sole purpose of verifying reports and royalty payments hereunder.
The accountant or auditor shall only disclose to PHS information relating to the accuracy of
reports and royalty payments made under this Agreement. If an inspection shows an
underreporting or underpayment in excess of five percent (5%) for any twelve (12) month
period, then Licensee shall reimburse PHS for the cost of the inspection at the time Licensee
pays the unreported royalties, including any additional royalties as required by Paragraph 9.8.
All royalty payments required under this Paragraph shall be due within thirty (30) days of the
date PHS provides Licensee notice of the payment due.
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8.2

Licensee agrees to have an audit of sales and royalties conducted by an independent auditor at
least every two (2) years if annual sales of the Licensed Products or Licensed Processes are
over two (2) million dollars. The audit shall address, at a minimum, the amount of gross sales
by or on behalf of Licensee during the audit period, terms of the license as to percentage or
fixed royalty to be remitted to the Government, the amount of royalties owed to the
Government under this Agreement, and whether the royalties owed have been paid to the
Government and is reflected in the records of the Licensee. The audit shall also indicate the
PHS license number, product, and the time period being audited. A report certified by the
auditor shall be submitted promptly by the auditor directly to PHS on completion. Licensee
shall pay for the entire cost of the audit.

9. REPORTS ON PROGRESS, BENCHMARKS, SALES, AND PAYMENTS

9.1

9.2

93

9.4

9.5
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Prior to signing this Agreement, Licensee has provided PHS with the Commercial
Development Plan in Appendix E, under which Licensee intends to bring the subject matter
of the Licensed Patent Rights to the point of Practical Application. This Commercial
Development Plan is hereby incorporated by reference into this Agreement. Based on this
plan, performance Benchmarks are determined as specified in Appendix D.

Licensee shall provide written annual reports on its product development progress or efforts
to commercialize under the Commercial Development Plan for each of the Licensed Fields
of Use within sixty (60) days after December 31 of each calendar year. These progress
reports shall include, but not be limited to: progress on research and development, status of
applications for regulatory approvals, manufacturing, marketing, importing, and sales during
the preceding calendar year, as well as, plans for the present calendar year. PHS also
encourages these reports to include information on any of Licensee’s public service activities
that relate to the Licensed Patent Rights. If reported progress differs from that projected in
the Commercial Development Plan and Benchmarks, Licensee shall explain the reasons for
such differences. In any annual report, Licensee may propose amendments to the
Commercial Development Plan, acceptance of which by PHS may not be denied
unreasonably. Licensee agrees to provide any additional information reasonably required by
PHS to evaluate Licensee’s performance under this Agreement. Licensee may amend the
Benchmarks at any time upon written approval by PHS. PHS shall not unreasonably
withhold approval of any request of Licensee to extend the time periods of this schedule if the
request is supported by a reasonable showing by Licensee of diligence in its performance
under the Commercial Development Plan and toward bringing the Licensed Products to the
point of Practical Application.

Licensee shall report to PHS the dates for achieving Benchmarks specified in Appendix D
and the First Commercial Sale in each country in the Licensed Territory within thirty (30)
days of such occurrences.

Licensee shall submit to PHS, within sixty (60) days after each calendar half-year ending
June 30 and December 31, a royalty report, as described in the example in Appendix F, setting
forth for the preceding half-year period the amount of the Licensed Products sold or
Licensed Processes practiced by or on behalf of Licensee in each country within the
Licensed Territory, the Net Sales, and the amount of royalty accordingly due. With each
royalty report, Licensee shall submit payment of earned royalties due. If no earned royalties
are due to PHS for any reporting period, the written report shall so state. The royalty report
shall be certified as correct by an authorized officer of Licensee and shall include a detailed
listing of all deductions made under Paragraph 2.10 to determine Net Sales made under
Article 6 to determine royalties due.

Royalties due under Article 6 shall be paid in U.S. dollars and payment options are listed in
Appendix G. For conversion of foreign currency to U.S. dollars, the conversion rate shall be
the New York foreign exchange rate quoted in The Wall Street Journal on the day that the
payment is due, and any loss of exchange, value, taxes, or other expenses incurred in the
transfer or conversion to U.S. dollars shall be paid entirely by Licensee. The royalty report
required by Paragraph 9.4 shall be mailed to PHS at its address for Agreement Notices
indicated on the Signature Page.
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9.6

9.7

9.8

Licensee shall be solely responsible for determining if any tax on royalty income is owed
outside the United States and shall pay this tax and be responsible for all filings with
appropriate agencies of foreign governments.

Additional royalties may be assessed by PHS on any payment that is more than ninety (90)
days overdue at the rate of one percent (1%) per month. This one percent (1%) per month rate
may be applied retroactively from the original due date until the date of receipt by PHS of the
overdue payment and additional royalties. The payment of any additional royalties shall not
prevent PHS from exercising any other rights it may have as a consequence of the lateness of
any payment.

All plans and reports required by this Article 9 and marked “confidential” by Licensee shall,
to the extent permitted by law, be treated by PHS as commercial and financial information
obtained from a person and as privileged and confidential, and any proposed disclosure of
these records by the PHS under the Freedom of Information Act (FOIA), 5 U.S.C. §552 shall
be subject to the predisclosure notification requirements of 45 CFR §5.65(d).

10. PERFORMANCE

10.1

10.2

10.3

10.4

10.5

Licensee shall use its reasonable commercial efforts to bring the Licensed Products and
Licensed Processes to Practical Application. “Reasonable commercial efforts” for the
purposes of this provision shall include adherence to the Commercial Development Plan in
Appendix E and performance of the Benchmarks in Appendix D.

Upon the First Commercial Sale, until the expiration or termination of this Agreement,
Licensee shall use its reasonable commercial efforts to make Licensed Products and
Licensed Processes reasonably accessible to the United States public.

Licensee agrees, after its First Commercial Sale, to make reasonable quantities of Licensed
Products or materials produced through the use of Licensed Processes available on a
compassionate use basis to patients, either through the patient's physician(s) or the medical
center treating the patient.

Licensee agrees, after its First Commercial Sale and as part of its marketing and product
promotion, to develop educational materials (e.g., brochures, website, etc.) directed to patients
and physicians detailing the Licensed Products or medical aspects of the prophylactic and
therapeutic uses of the Licensed Products.

Licensee agrees to supply, to the Mailing Address for Agreement Notices indicated on the
Signature Page, the Office of Technology Transfer, NIH with inert samples of the Licensed
Products or Licensed Processes or their packaging for educational and display purposes only.

11. INFRINGEMENT AND PATENT ENFORCEMENT

11.1

PHS and Licensee agree to notify each other promptly of each infringement or possible
infringement of the Licensed Patent Rights, as well as, any facts which may affect the
validity, scope, or enforceability of the Licensed Patent Rights of which either Party
becomes aware.

In the event that a declaratory judgment action alleging invalidity of any of the Licensed
Patent Rights shall be brought against PHS, PHS agrees to notify Licensee that an action
alleging invalidity has been brought. PHS does not represent that it shall commence legal
action to defend against a declaratory action alleging invalidity. Licensee shall take no action
to compel the Government either to initiate or to join in any declaratory judgment action.
Should the Government be made a party to any suit by motion or any other action of
Licensee, Licensee shall reimburse the Government for any costs, expenses, or fees, which
the Government incurs as a result of the motion or other action. Upon Licensee's payment
of all costs incurred by the Government as a result of Licensee's joinder motion or other
action, these actions by Licensee shall not be considered a default in the performance of any
material obligation under this Agreement.

12. NEGATION OF WARRANTIES AND INDEMNIFICATION

12.1
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PHS offers no warranties other than those specified in Article 1.
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12.2

12.3

12.4

12.5

12.6

PHS does not warrant the validity of the Licensed Patent Rights and makes no
representations whatsoever with regard to the scope of the Licensed Patent Rights, or that
the Licensed Patent Rights may be exploited without infringing other patents or other
intellectual property rights of third parties.

PHS MAKES NO WARRANTIES, EXPRESSED OR IMPLIED, OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE OF ANY
SUBJECT MATTER DEFINED BY THE CLAIMS OF THE LICENSED PATENT
RIGHTS OR TANGIBLE MATERIALS RELATED THERETO.

PHS does not represent that it shall commence legal actions against third parties infringing
the Licensed Patent Rights.

Licensee shall indemnify and hold PHS, its employees, students, fellows, agents, and
consultants harmless from and against all liability, demands, damages, expenses, and losses,
including but not limited to death, personal injury, illness, or property damage in connection
with or arising out of:

(a) the use by or on behalf of Licensee, its directors, employees, or third parties of any
Licensed Patent Rights; or
(b) the design, manufacture, distribution, or use of any Licensed Products, Licensed

Processes or materials by Licensee, or other products or processes developed in

connection with or arising out of the Licensed Patent Rights. Licensee agrees to

maintain a liability insurance program consistent with sound business practice.
Licensee agrees to maintain a liability insurance program consistent with sound business
practice.

13. TERM, TERMINATION, AND MODIFICATION OF RIGHTS

13.1

13.2

13.3

13.4

13.5
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This Agreement is effective when signed by all parties, unless the provisions of Paragraph
14.15 are not fulfilled, and shall extend to the expiration of the last to expire of the Licensed
Patent Rights unless sooner terminated as provided in this Article 13.

In the event that Licensee is in default in the performance of any material obligations under

this Agreement, including but not limited to the obligations listed in Paragraph 13.5, and if

the default has not been remedied within ninety (90) days after the date of notice in writing of
the default, PHS may terminate this Agreement by written notice and pursue outstanding
royalties owed through procedures provided by the Federal Debt Collection Act.

In the event that Licensee becomes insolvent, files a petition in bankruptcy, has such a

petition filed against it, determines to file a petition in bankruptcy, or receives notice of a third

party’s intention to file an involuntary petition in bankruptcy, Licensee shall immediately
notify PHS in writing. Furthermore, PHS shall have the right to terminate this Agreement
immediately upon Licensee’s receipt of written notice.

Licensee shall have a unilateral right to terminate this Agreement in any country or territory

by giving PHS sixty (60) days written notice to that effect.

PHS shall specifically have the right to terminate or modify, at its option, this Agreement, if

PHS determines that the Licensee:

(a) is not executing the Commercial Development Plan submitted with its request for a
license and the Licensee cannot otherwise demonstrate to PHS’ satisfaction that the
Licensee has taken, or can be expected to take within a reasonable time, effective
steps to achieve Practical Application of the Licensed Products or Licensed

Processes;

(b) has not achieved the Benchmarks as may be modified under Paragraph 9.2;

() has willfully made a false statement of, or willfully omitted, a material fact in the
license application or in any report required by this Agreement;

(d) has committed a material breach of a covenant or agreement contained in this
Agreement;

(e) is not keeping Licensed Products or Licensed Processes reasonably available to the
public after commercial use commences;

® cannot reasonably satisfy unmet health and safety needs; or
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13.6

13.7

13.8

13.9

(2) cannot reasonably justify a failure to comply with the domestic production
requirement of Paragraph 5.2, unless waived.
In making the determination referenced in Paragraph 13.5, PHS shall take into account the
normal course of such commercial development programs conducted with sound and
reasonable business practices and judgment and the annual reports submitted by Licensee
under Paragraph 9.2. Prior to invoking termination or modification of this Agreement under
Paragraph 13.5, PHS shall give written notice to Licensee providing Licensee specific notice
of, and a ninety (90) day opportunity to respond to, PHS’ concerns as to the items referenced
in 13.5(a)-13.5(g). If Licensee fails to alleviate PHS’ concerns as to the items referenced in
13.5(a)-13.5(g) or fails to initiate corrective action to PHS’ satisfaction, PHS may terminate
this Agreement.
PHS reserves the right according to 35 U.S.C. §209(d)(3) to terminate or modify this
Agreement if it is determined that the action is necessary to meet the requirements for public
use specified by federal regulations issued after the date of the license and these requirements
are not reasonably satisfied by Licensee.
Within thirty (30) days of receipt of written notice of PHS’ unilateral decision to modify or
terminate this Agreement, Licensee may, consistent with the provisions of 37 CFR §404.11,
appeal the decision by written submission to the designated PHS official. The decision of the
designated PHS official shall be the final agency decision. Licensee may thereafter exercise
any and all administrative or judicial remedies that may be available.
Within ninety (90) days of expiration or termination of this Agreement under this Article 13,
a final report shall be submitted by Licensee. Any royalty payments, including those incurred
but not yet paid (such as the full minimum annual royalty), and those related to patent expense,
due to PHS shall become immediately due and payable upon termination or expiration.
Unless otherwise specifically provided for under this Agreement, upon termination or
expiration of this Agreement, Licensee shall return all Licensed Products or other materials
included within the Licensed Patent Rights to PHS or provide PHS with written certification
of the destruction thereof.

14. GENERAT PROVISIONS

14.1

14.2

14.3

14.4

14.5

A-XXX-200X

CONFIDENTIAL

Neither party may waive or release any of its rights or interests in this Agreement except in
writing. The failure of the Government to assert a right hereunder or to insist upon
compliance with any term or condition of this Agreement shall not constitute a waiver of that
right by the Government or excuse a similar subsequent failure to perform any of these terms
or conditions by Licensee.

This Agreement constitutes the entire agreement between the Parties relating to the subject
matter of the Licensed Patent Rights, Licensed Products and Licensed Processes, and all
prior negotiations, representations, agreements, and understandings are merged into,
extinguished by, and completely expressed by this Agreement.

The provisions of this Agreement are severable, and in the event that any provision of this
Agreement shall be determined to be invalid or unenforceable under any controlling body of
law, this determination shall not in any way affect the validity or enforceability of the
remaining provisions of this Agreement.

If either party desires a modification to this Agreement, the parties shall, upon reasonable
notice of the proposed modification by the party desiring the change, confer in good faith to
determine the desirability of the modification. No modification shall be effective until a
written amendment is signed by the signatories to this Agreement or their designees.

The construction, validity, performance, and effect of this Agreement shall be governed by
Federal law as applied by the Federal courts in the District of Columbia.

PHS Patent License Agreement--Nonexclusive
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14.6

14.7

14.8

14.9

14.10

14.11

14.12

A-XXX-200X

CONFIDENTIAL

All Agreement notices required or permitted by this Agreement shall be given by prepaid,
first class, registered or certified mail or by an express/overnight delivery service provided by
a commercial carrier, properly addressed to the other party at the address designated on the
Signature Page, or to any other address as may be designated in writing by such other party.
Agreement notices shall be considered timely if such notices are received on or before the
established deadline date or sent on or before the deadline date as verifiable by U.S. Postal
Service postmark or dated receipt from a commercial carrier. Parties should request a legibly
dated U.S. Postal Service postmark or obtain a dated receipt from a commercial carrier or the
U.S. Postal Service. Private metered postmarks shall not be acceptable as proof of timely
mailing.

This Agreement shall not be assigned by Licensee except:

(a) with the prior written consent of PHS, this consent shall not to be withheld
unreasonably; or

(b) as part of a sale or transfer of substantially the entire business of Licensee relating to
operations which concern this Agreement; and

(©) Licensee shall notify PHS within ten (10) days of any assignment of this Agreement

by Licensee, and Licensee shall pay PHS, as an additional royalty, one (1) percent

of the fair market value of any consideration received for any assignment of this

Agreement within thirty (30) days of the assignment.
Licensee agrees in its use of any PHS-supplied materials to comply with all applicable
statutes, regulations, and guidelines, including PHS and HHS regulations and guidelines.
Licensee agrees not to use the materials for research involving human subjects or clinical
trials in the United States without complying with 21 CFR Part 50 and 45 CFR Part 46.
Licensee agrees not to use the materials for research involving human subjects or clinical
trials outside of the United States without notifying PHS, in writing, of the research or trials
and complying with the applicable regulations of the appropriate national control authorities.
Written notification to PHS of research involving human subjects or clinical trials outside of
the United States shall be given no later than sixty (60) days prior to commencement of the
research or trials.
Licensee acknowledges that it is subject to and agrees to abide by the United States laws and
regulations (including the Export Administration Act of 1979 and Arms Export Control Act)
controlling the export of technical data, computer software, laboratory prototypes, biological
materials, and other commodities. The transfer of these items may require a license from the
appropriate agency of the Government or written assurances by Licensee that it shall not
export these items to certain foreign countries without prior approval of the agency. PHS
neither represents that a license is or is not required or that, if required, it shall be issued.
Licensee agrees to mark the Licensed Products or their packaging sold in the United States
with all applicable U.S. patent numbers and similarly to indicate “Patent Pending” status. All
Licensed Products manufactured in, shipped to, or sold in other countries shall be marked in
a manner to preserve PHS patent rights in those countries.
By entering into this Agreement, PHS does not directly or indirectly endorse any product or
service provided, or to be provided, by Licensee whether directly or indirectly related to this
Agreement. Licensee shall not state or imply that this Agreement is an endorsement by the
Government, PHS, any other Government organizational unit, or any Government
employee. Additionally, Licensee shall not use the names of NIH, PHS, FDA or HHS or the
Government or their employees in any advertising, promotional, or sales literature without
the prior written approval of PHS.
The Parties agree to attempt to settle amicably any controversy or claim arising under this
Agreement or a breach of this Agreement, except for appeals of modifications or termination
decisions provided for in Article 13. Licensee agrees first to appeal any unsettled claims or
controversies to the designated PHS official, or designee, whose decision shall be considered
the final agency decision. Thereafter, Licensee may exercise any administrative or judicial
remedies that may be available.

PHS Patent License Agreement--Nonexclusive
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14.13

14.14

14.15

A-XXX-200X

CONFIDENTIAL

Nothing relating to the grant of a license, nor the grant itself, shall be construed to confer
upon any person any immunity from or defenses under the antitrust laws or from a charge of
patent misuse, and the acquisition and use of rights pursuant to 37 CFR Part 404 shall not be
immunized from the operation of state or Federal law by reason of the source of the grant.
Paragraphs 8.1, 9.6-9.8, 12.1-12.5, 13.8, 13.9, 14.12 and 14.14 of this Agreement shall
survive termination of this Agreement.
The terms and conditions of this Agreement shall, at PHS’ sole option, be considered by
PHS to be withdrawn from Licensee’s consideration and the terms and conditions of this
Agreement, and the Agreement itself to be null and void, unless this Agreement is executed
by the Licensee and a fully executed original is received by PHS within sixty (60) days from
the date of PHS signature found at the Signature Page.

SIGNATURES BEGIN ON NEXT PAGE

PHS Patent License Agreement--Nonexclusive
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PHS PATENT LICENSE AGREEMENT - NONEXCLUSIVE
SIGNATURE PAGE
For PHS:

Steven M. Ferguson Date

Director, Division of Technology Development and Transfer

Office of Technology Transfer

National Institutes of Health

Mailing Address for Agreement notices:

Chief, Monitoring & Enforcement Branch

Office of Technology Transfer

National Institutes of Health

6011 Executive Boulevard, Suite 325

Rockville, Maryland 20852-3804 U.S.A.

For Licensee (Upon, information and belief, the undersigned expressly certifies or affirms that the contents of
any statements of Licensee made or referred to in this document are truthful and accurate.):

by:

Signature of Authorized Official Date

Printed Name

Title
I. Official and Mailing Address for Agreement notices:

II. Official and Mailing Address for Financial notices (Licensee’s contact person for royalty payments)

Name

Title
Mailing Address:

Email Address:

Phone:

Fax:
Any false or misleading statements made, presented, or submitted to the Government, including any relevant
omissions, under this Agreement and during the course of negotiation of this Agreement are subject to all
applicable civil and criminal statutes including Federal statutes 31 U.S.C. §§3801-3812 (civil liability) and 18
U.S.C. §1001 (criminal liability including fine(s) and/or imprisonment).

A-XXX-200X

CONFIDENTIAL
PHS Patent License Agreement--Nonexclusive
Model 10-2005 Page 11 of 18 [Draft/Final] [Company] [Date]

230



APPENDIX A — PATENT(S) OR PATENT APPLICATION(S)
Patent(s) or Patent Application(s):
L.
II.
I11.
V.
V.
VL

A-XXX-200X

CONFIDENTIAL
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APPENDIX B — LICENSED FIELDS OF USE AND TERRITORY
1. Licensed Fields of Use:
(@)

IL. Licensed Territory:

(a)

A-XXX-200X

CONFIDENTIAL
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APPENDIX C — ROYALTIES

Royalties:

L. Licensee agrees to pay to PHS a noncreditable, nonrefundable license issue royalty in the amount of
Dollars ($X) within thirty (30) days from the effective date of this Agreement.

II. Licensee agrees to pay to PHS a nonrefundable minimum annual royalty in the amount of

Dollars ($X) as follows:

(a) The first minimum annual royalty is due within thirty (30) days of the effective date of this
Agreement and may be prorated according to the fraction of the calendar year remaining
between the effective date of this Agreement and the next subsequent January 1; and

(b) Subsequent minimum annual royalty payments are due and payable on January 1 of each
calendar year and may be credited against any earned royalties due for sales made in that year.

III. Licensee agrees to pay PHS earned royalties of  percent (X%) on Net Sales by or on behalf of

Licensee.

Iv. Licensee agrees to pay PHS Benchmark royalties within thirty (30) days of achieving each

Benchmark:

(a)

(b)

(c)

(d)

(e)

&y

A-XXX-200X
CONFIDENTIAL
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APPENDIX D — BENCHMARKS AND PERFORMANCE
Licensee agrees to the following Benchmarks for its performance under this Agreement and, within thirty (30)
days of achieving a Benchmark, shall notify PHS that the Benchmark has been achieved.
L.
II.
I11.
Iv.
V.
VL
VIL

A-XXX-200X

CONFIDENTIAL
PHS Patent License Agreement--Nonexclusive
Model 10-2005 Page 15 of 18 [Draft/Final] [Company] [Date]

234



A-XXX-200X

CONFIDENTIAL
PHS Patent License Agreement--Nonexclusive
Model 10-2005 Page 16 of 18 [Draft/Final] [Company] [Date]

235



APPENDIX F — EXAMPLE ROYALTY REPORT
Required royalty report information includes:

. OTT license reference number (L-XXX-200X/0)
. Reporting period
. Catalog number and units sold of each Licensed Product (domestic and foreign)
. Gross Sales per catalog number per country
. Total Gross Sales
. Itemized deductions from Gross Sales
o Total Net Sales
. Earned Royalty Rate and associated calculations
. Gross Earned Royalty
. Adjustments for Minimum Annual Royalty (MAR) and other creditable payments made
. Net Earned Royalty due
Example
Catalog Number Product Name Country Units Sold Gross Sales
(US$)
1 A us 250 62,500
1 A UK 32 16,500
1 A France 25 15,625
2 B us 0 0
3 C us 57 57,125
4 D us 12 1,500
Total Gross Sales 153,250
Less Deductions:
Freight 3,000
Returns 7,000
Total Net Sales 143,250
Royalty Rate 8%
Royalty Due 11,460
Less Creditable Payments 10,000
Net Royalty Due 1,460
A-XXX-200X
CONFIDENTIAL
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Bank Name: Federal Reserve Bank
ABA# 021030004

TREAS NYC

BNF=/AC-75080031

OBI=Licensee Name and OTT Reference Number

Dollar Amount Wired=$$

NOTE: Only U.S. banks can wire directly to the Federal Reserve Bank. Foreign banks cannot wire directly to
the Federal Reserve Bank, but must go through an intermediary U.S. bank. Foreign banks may send the wire
transfer to the U.S. bank of their choice, who, in turn forwards the wire transfer to the Federal Reserve Bank.

National Institutes of Health

P.O. Box 360120

Pittsburgh, PA 15251-6120 USA

0 ioht Mail for Rovalty P [
National Institutes of Health
360120

Mellon Client Service Center
Room 670

500 Ross Street

Pittsburgh, PA 15262-0001

(412) 234-4381 (Customer Service)

Pl ke checl ble to: NIE/P. Licensi

A-XXX-200X

CONFIDENTIAL
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Appendix 24

Sample Grant Language

An example of a grant where the licensee is only permitted to evaluate the material for a particular use,
perhaps to see if the material would be useful in the licensee’s internal testing program or if it is
suitable to help make or be incorporated in a commercial product, is as follows.

Licensor hereby grants, and Licensee accepts, a worldwide non-exclusive license for
evaluation purposes only to make, have made, use and have used, but not to sell, offer for sale,
or have sold, the Material and processes using the Material. Licensee agrees that any use of
the Material, other than for evaluation purposes, will be made only pursuant to the terms of the
Non-Exclusive BioMaterials License (Exhibit A). Licensee agrees that the Material will be
provided to Licensee for the evaluation of commercial applications only and not for
commercial use. This grant does not include the right to file patent applications for or the use
of the Material without Licensor’s express prior written approval, which approval will be in
Licensor’s sole discretion.

Licensee agrees to retain control over the Material, and not to distribute them to third party for
any reason, with or without consideration, without the express prior written consent of the
Licensor.

Licensee agrees in its use of the Material to comply with all applicable statutes, regulations
and guidelines, including those of the Public Health Service and the Licensor regulations and
guidelines.

Licensee agrees that this Agreement does not preclude the Licensor from distributing the
Material to third parties for research or commercial purposes.

An example of a grant where the licensee is obtaining a license to use the material commercially, is as

follows.

license.

In this example, the words in all capital letters would be defined in a preceding section of the

Subject to Licensee's compliance with Articles 3 (License Fees) and 6 (Payments and Reports),
and all other provisions of this Agreement, Licensor hereby grants to Licensee, and Licensee
accepts, an exclusive, royalty-bearing license, with the right to SUBLICENSE, under the
LICENSED PATENTS to import, make, use, sell, and offer for sale LICENSED SUBJECT
MATTER in the TERRITORY.

The license granted above is subject to a reserved non-exclusive license, with the right to non-
exclusively SUBLICENSE to non-profit institutions for research purposes only, in Licensor
and Licensor INVENTORS to make, have made, and use, but not to sell or have sold, products,
processes, or other subject matter covered by LICENSED PATENTS or included in the
LICENSED SUBJECT MATTER.

Paragraph 3.1 notwithstanding, Licensee acknowledges that the LICENSED PATENTS may
involve federal research funding. In the case of federal research funding, Licensee
acknowledges that Licensor has obligations ("Obligations") under federal law, and actions
taken by Licensor to fulfill such Obligations shall not be deemed inconsistent with Licensor's
obligations under this Agreement. Licensee acknowledges that Obligations include, without
limitation, the granting of a worldwide non-exclusive, royalty-free license for any such
INVENTION, LICENSED PATENTS and/or TECHNICAL INFORMATION, by Licensor to
the United States Government, and a statement of United States Government patent rights on
all the patents and patent applications within the LICENSED PATENTS. Licensee
acknowledges that any and all determinations of federal funding involvement shall be made
solely by Licensor and Licensor's determination shall be honored by Licensee. LICENSED
SUBJECT MATTER Sold in the United States must be manufactured substantially in the
United States so long as this license remains exclusive.

During the term of this Agreement Licensor agrees to make TECHNICAL INFORMATION
in the Field of Use reasonably available to, and as may be requested by, Licensee, providing
that such obligation does not unreasonably interfere with the academic responsibilities of the
Licensor INVENTORS.
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Appendix 25: Sample Payment Language

Payment language can vary from the simple to the complex, depending on factors
such as on the nature of the material being licensed, whether it is patented, and how
the licensee plans to use it.

Simple payment language.

All payments to University must be made in U.S. dollars; for conversion of
foreign currency to U.S. dollars, the conversion rate will be the New York foreign
exchange rate quoted in The Wall Street Journal on the day that the payment is due.
Any loss of exchange, value, taxes, or other expenses incurred in the transfer or
conversion to U.S. dollars must be paid entirely by Lic

Complex payment language. In this example, the words in all capital letters would be
defined in a preceding section of the license.

1.0 Licensing Fees and Royalty
1.1 License Issue Fee. Licensee agrees to pay to Licensor a one-time, non-

refundable, non-creditable license issue fee of Dollars ($___ ) due and payable
in full within thirty (30) days of the Effective Date of this Agreement.

1.2 Annual Maintenance Fee. Licensee agrees to pay to Licensor a non-
refundable, non-creditable annual license maintenance fee due and payable within
thirty (30) days of the end of each calendar quarter during the term of this Agreement.
Prior to first commercial use or sale of LICENSED SUBJECT MATTER, this license
maintenance fee must be __ Dollars ($___ ), and thereafter must be ___ Dollars ($

_ )

1.3 Minimum Annual Royalties. During the Licensed Term of this Agreement,
Licensee must pay minimum annual royalties according to the following schedule,
such minimum annual royalties to be creditable against earned royalties on a non-
cumulative basis and to be due in full and payable no later than (Effective Date of
Agreement) of each year during the term of this Agreement..

* Years 1 and 2: XXXXX Dollars ($XXXXX USD) per year

* Years 3 and 4: XXXXX Dollars ($XXXXX USD) per year

* Years 5 and 6: XXXXX Dollars ($XXXXX USD) per year

* Years 7, 8 and 9: XXXXX Dollars ($XXXXX USD) per year

* Years 10 and each year thereafter: X>XXXX Dollars ($XXXXX USD) per year

1.4  Earned Royalties. Licensee agrees to pay to Licensor an earned royalty of XX
percent (XX%), due and payable within thirty (30) days of the end of each calendar
quarter, of NET SALES REVENUE.

1.4.1 In the case of COMBINATION SUBJECT MATTER for which the
component constituting a LICENSED SUBJECT MATTER and each component not
constituting a LICENSED SUBJECT MATTER have established market prices in a
particular country when sold separately, NET SALES REVENUE in that country will
be determined by multiplying the net sales for each such COMBINATION SUBJECT
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MATTER by a fraction, the numerator of which fraction will be the established stand-
alone market price for the LICENSED SUBJECT MATTER contained in the
COMBINATION SUBJECT MATTER and the denominator of which fraction will be
the sum of the established stand-alone market price for the LICENSED SUBJECT
MATTER plus the established stand-alone market price of the other components
contained in the COMBINATION SUBJECT MATTER. When such separate stand-
alone market prices are not established in that particular country, the parties will
negotiate in good faith to determine a fair and equitable method of calculating NET
SALES REVENUE in that country for the COMBINATION SUBJECT MATTER in
question.

1.4.2 If Licensee is required to pay royalties to a third party(ies) for a
license(s) to a patent(s) or patent application directly related to sales of that
LICENSED SUBJECT MATTER for which payments are also due to Licensor
("Third Party Royalties"), then the royalties to be paid by Licensee to Licensor for
that LICENSED SUBJECT MATTER will be reduced by the amount of one half of
the Third Party Royalties, but in no event will the royalties paid by Licensee to
Licensor on NET SALES of that LICENSED SUBJECT MATTER be less than fifty
percent (50%) of what they would otherwise have been without accounting for Third
Party Royalties.

1.5 Licensee agrees to pay to Licensor a percentage of non-royalty, cash and non-
cash, consideration derived from SUBLICENSES granted by Licensee in and to
LICENSED PATENTS, due and payable within thirty (30) days of the end of each
calendar quarter in which such licensing fees and other income is received by
Licensee, according to the following schedule:

In the event that the LICENSED PATENTS are SUBLICENSED as a
"bundle" with other technologies, the value attributable to the LICENSED PATENTS
must be a commercially reasonable value as determined by Licensee, providing that
(a) proper supporting documentation supporting that valuation is provided by
Licensee to Licensor, and (b) if Licensor reasonably disputes that valuation, then in
any dispute resolution the burden will be Licensee's to support its valuation.

1.5.1 If Licensee receives consideration in any form other than cash in
connection with the use or sale of LICENSED SUBJECT MATTER, or in connection
with the grant of any SUBLICENSE, Licensee must, in the applicable report pursuant
to Article X (Payment and Reports) of this Agreement, state the cash value to
Licensee of such non-cash consideration. Licensor may either (a) accept Licensee's
statement of cash value, in which case such stated cash value will be shared with
Licensor in accordance with the provisions in Article 1 (Licensing Fees and Royalty)
of this Agreement; or (b) elect to have such non-cash consideration appraised by a
third party appraiser acceptable to Licensor, in which case the appraised cash value
will be shared with Licensor in accordance with the provisions in Article | (Licensing
Fees and Royalty) of this Agreement. If the appraised cash value is greater than
Licensee's stated value, then Licensee must pay for the appraisal, up to a maximum
amount of twenty percent (20%) of the difference between the appraised value and
Licensee's stated value. If the appraised value is less than Licensee's stated value,
then Licensor must pay for the appraisal.

240



1.5.2 If Licensee receives consideration in the form of equity, all provisions
of Paragraph 1.4.1 of this Agreement will apply, except that Licensor may, at its sole
discretion, elect to receive Licensor's share of such equity as either equity or the cash
equivalent of such equity.

1.5.3 Ifunder the provisions of Paragraph 1.4.2 of this Agreement Licensor
elects to receive the equity, such equity must be in the name " XXXXX University".

1.6  Licensee will be responsible for the payment of all taxes, duties, levies, and
other charges, including but not limited to, sales, use, gross receipts, excise, VAT, ad
valorem and any other taxes, any withholdings or deductions, import and custom
taxes, any duties, or any other charges imposed by any taxing authority with respect to
the royalties payable to Licensor under this Agreement. Should Licensee be required
under any law or regulation of any government entity or authority, domestic or
foreign, to withhold or deduct any portion of the payments on royalties due to
Licensor, then the sum payable to Licensor will be increased by the amount necessary
to yield to Licensor an amount equal to the sum it would have received had no
withholdings or deductions been made. Licensor must cooperate with Licensee in the
event Licensee elects to assert, at its own expense, Licensor's exemption from any
such tax or deduction.

1.7  No multiple royalties will be payable to Licensor because any LICENSED
SUBJECT MATTER, its manufacture, use, or sale are or will be covered by more
than one patent application or issued patent included as part of LICENSED
PATENTS.

For interest, a definition of "COMBINATION SUBJECT MATTER" is included here:

"COMBINATION SUBJECT MATTER" means any subject matter, including but not
limited to products and processes, containing both a component that constitutes a
LICENSED SUBJECT MATTER and one or more other active components that do
not constitute LICENSED SUBJECT MATTER and which is/are reasonably
necessary for the imputed function of such subject matter.
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Appendix 26
Sample language for Representations and Warranties

1. Licensor represents and warrants that it has the right to grant the license in
and to LICENSED PATENTS and disclose the TECHNICAL INFORMATION set
forth in this Agreement.

2. NOTHING IN THIS AGREEMENT MAY OR WILL BE CONSTRUED
AS A REPRESENTATION OR WARRANTY BY LICENSOR AS TO THE
PATENTABILITY, VALIDITY, SCOPE, OR USEFULNESS OF LICENSED
PATENTS; OR, A REPRESENTATION OR WARRANTY BY LICENSOR THAT
ANYTHING MADE, USED, SOLD, OR OTHERWISE DISPOSED OF UNDER
ANY LICENSE GRANTED IN THIS AGREEMENT IS OR WILL BE FREE FROM
INFRINGEMENT OF PATENTS OR OTHER PROPRIETARY RIGHTS NOT
INCLUDED IN LICENSED PATENTS.

3. LICENSOR EXPRESSLY DISCLAIMS ANY AND ALL WARRANTIES,
WHETHER EXPRESS OR IMPLIED, PERTAINING TO THE
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE OF THE
INVENTION, LICENSED SUBJECT MATTER, TECHNICAL INFORMATION,
OR ANYTHING ELSE LICENSED, DISCLOSED, OR OTHERWISE PROVIDED
TO LICENSEE UNDER THIS AGREEMENT. LICENSOR'S TOTAL LIABILITY
UNDER THIS AGREEMENT IS LIMITED TO THE COSTS AND FEES PAID TO
LICENSOR UNDER THIS AGREEMENT.

Another example.

1. Licensor represents and warrants that all right, title, and interest in the
patent applications or patents comprising the Licensed Patent Rights and Optioned
Patent Rights have been assigned to it and that Licensor has the right and authority to
issue licenses under said Licensed Patent Rights and options under the Optioned
Patent Rights . LICENSOR DISCLAIMS ALL IMPLIED OR EXPRESS
WARRANTIES OF ANY NATURE WHATSOEVER CONCERNING THE
VALIDITY, PATENTABILITY, SCOPE OR USEFULNESS OF THE LICENSED
PATENT RIGHTS LICENSED HEREUNDER AND THE AND OPTIONED
PATENT RIGHTS OPTIONED HEREUNDER. LICENSEE ACKNOWLEDGES
AND AGREES THAT NEITHER LICENSOR NOR ANYONE ACTING ON ITS
BEHALF HAS MADE ANY REPRESENTATIONS OR WARRANTIES
WHATSOEVER WITH REGARD TO THE SCOPE OF THE LICENSED PATENT
RIGHTS OR THAT SUCH LICENSED PATENT RIGHTS MAY BE EXPLOITED
BY LICENSEE, AN AFFILIATE, OR SUBLICENSEE WITHOUT INFRINGING
PATENTS OR OTHER PROPRIETARY RIGHTS NOT INCLUDED IN THE
LICENSED PATENT RIGHTS.

2. Licensor expressly disclaims any and all warranties, whether express or
implied, pertaining to the merchantability or fitness for a particular purpose of the
Licensed PATENT RIGHTS, KNOW-HOW, or anything else licensed, disclosed, or
otherwise Provided to LICENSEE under this Agreement. LICENSOR'S TOTAL
LIABILITY UNDER THIS AGREEMENT IS LIMITED TO THE COSTS AND
FEES PAID TO LICENSOR UNDER THIS AGREEMENT.
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Appendix 27
Useful Clauses in Defining “The Materials”

From the UBMTA:

“Progeny: unmodified descendants from the original material,
such as virus from virus, cell from cell, or organism from organism.”

“Unmodified Derivatives: an unmodified functional subunit or
product expressed by the original material, e.g., subclones of
unmodified cell lines, proteins expressed by DNA or RNA supplied by
the provider, or monoclonal antibodies secreted by a hybridoma cell
line.”

Source: A session by Heidi Henning, J.D., at the National Association of College and
University Attorneys, November 2004.

If the materials are mice that will be cross-bred to a strain
proprietary to the recipient, cross-bred progeny should be jointly
owned rather than the sole property of the provider. However, most
company providers will not allow cross-bred progeny that incorporates
the genetic modifications of their parent strain to be distributed without
their prior written consent. This is understandable but not entirely
consistent with the (the NIH’s) Research Tool Guidelines. An
alternative here is to define the materials to include “any immediate or
remote progeny or descendant from organisms or cell lines containing
the same genetic mutation or lesion as the original Biological Material”,
and include the following in the agreement’s ownership provisions:

“The Mice may be bred solely for the purpose of
maintaining the strain. If the Mice are bred with mice of
another strain or which contain a different or additional genetic
mutation or lesion (“Cross-Bred Mice”), Provider and

Recipient shall jointly own such Cross-Bred Mice. Recipient

shall notify Provider of Cross-Bred Mice and their

characteristics and provide Provider with a breeding pair of
such mice upon Provider’s request and subject to availability.

“Human embryonic stem cells” means human embryonic stem
cell line materials and their unmodified and undifferentiated progeny
or derivatives.

“Progeny” means unmodified descendants from the original
material, such as virus from virus, cell from cell, or organism from
organism.

“Unmodified derivatives” means an unmodified functional
subunit or product expressed by the original material, for examples,
subclones of unmodified cell lines, proteins expressed by DNA or
RNA supplied by the provider, or monoclonal antibodies secreted by a
hybridoma cell line.

(Note: If the provider will not accept the limitation of covered
derivatives to “unmodified”, other possibilities for language are
“direct” or “non-novel and obvious.”)
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Appendix 28
Useful Language in Negotiating MTA License Issues

Source: A session by Heidi Henning, J.D., at the National Association of College and University
Attorneys, November 2004.

“The project covered by this agreement is supported with funding from the National Institutes of
Health. Provider agrees that upon publication, unpatented unique research resources arising out of this
project may be freely distributed.”

“In the event an invention is primarily useful as a research tool, any option granted shall either be
limited to a non-exclusive license or the terms of any resulting exclusive license shall include
provisions that ensure that the research tool will be available to the academic research community on
reasonable terms.”

“Provider agrees that Recipient shall have the right to make any materials and inventions developed by
Recipient in the course of the collaboration (including materials and inventions developed jointly with
Provider, but not including any Provider materials (or parts thereof) or Provider sole inventions
available to other scientists at not-for-profit organizations for use in research, subject to Provider's
independent intellectual property rights.”

“Subject to Recipient's obligations to the U.S. government, including 37 CFR Part 401, the NIH Grants
Policy Statement, and the NIH Guidelines for Obtaining and Disseminating Biomedical Research
Resources, Recipient grants to Sponsor the following rights, such grant subject to any obligations the
Recipient may have to third parties:...”

o In the above grant, the phrase “subject to any obligations the Recipient may have to third
parties” might be replaced by the phrase “subject to the recipient’s pre-existing contractual
obligations.”

o Inthe above grant, the recipient may want to add language that the provider (the optionee, in
this case) will pay all patent costs incurred by the recipient during the time period that the
option is being exercised and negotiated.

“Recipient hereby grants Provider an option to negotiate for an exclusive, royalty-bearing license to use
any such Invention on terms that are commercially reasonable. The option to negotiate shall be valid
and exercisable for a period of 60 days after Recipient notifies Provider of an Invention and, if Provider
exercises the option within that period, then Provider shall have 120 days after exercise of the option
within which to execute a license. The 120-day period may be extended by mutual agreement of
Recipient and Provider. If the parties are unable to reach agreement within the negotiation period,
Recipient will be free to offer rights in the Invention to third parties.”

“Provider’s review must be limited to identifying provider’s Confidential Information (and removal of
such information may be required) and/or identifying any patentable inventions disclosed in the
publication (and patent filings prior to publication/submission may be required). Otherwise, provider
must not have any right to edit or veto the content of the publication. Provider may “comment” on the
content.”

“If Investigator publishes Modifications, Provider agrees to negotiate in good faith the terms of a

material transfer agreement under which Investigator may share Modifications with other academic
researchers for non-profit research purposes.”
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Appendix 29

Useful Confidentiality Clauses

Source: A session by Heidi Henning, J.D., at the National Association of College and University
Attorneys, November 2004.

“If Company wishes to provide Institutions with Confidential Information, Institution
may accept that information provided it is background in nature, i.e., the Confidential
Information would not be necessary to include in any publication of the results of the
Research Project nor necessary for other scholars to verify those results. Before
providing any Confidential Information to Institution, Company shall provide
Institution with a non-confidential summary of such Confidential Information, and
Institution shall, at its sole discretion, accept or decline to receive the Confidential
Information or any portion thereof.”

“For purposes of this Agreement, “Confidential Information” is (i) information
disclosed by Provider in written, electronic or other tangible form and marked as
confidential at the time of disclosure or designated as confidential by written notice to
Recipient within thirty (30) days after disclosure to Recipient, and (ii) information
disclosed in oral, visual or other non-tangible form if such information is designed as
confidential by confirmatory written summary or description of such information sent
to Recipient within thirty (30) days after disclosure of such information to Recipient.”

“Subject to Section X [publication provisions], during the term of this Agreement and
for a period of three years thereafter, Recipient shall cause all Confidential
Information (as defined below) relating to the Materials that is disclosed to it by
Provider to be used only for purposes of the Research Project and to be treated
according to the same internal security procedures and with the same degree of care
regarding its secrecy and confidentiality as Recipient treats similar information of its
own within its organization.”

Standard exclusions from confidentiality:

“Confidential Information” means information that is marked as confidential, or, if
orally disclosed, is indicated at the time of disclosure as confidential and provided in
written form within thirty days. Not withstanding the foregoing, the receiving party
will have no obligation of confidentiality relating to any information of the disclosing
party that:

(1) is or becomes part of the public domain through no fault of the receiving
party;

(11) 1s known to the receiving party prior to the disclosure by the disclosing
party, as evidenced by documentation;

(i11) is independently developed by the receiving party without any breach of
this Agreement as evidenced by documentation;

(iv) 1s subsequently obtained by the receiving party from a duly authorized
third party;

(v) is publicly released as authorized under this Agreement by the disclosing
party, its employees or agents, or;

(vi) 1s required to be disclosed by judicial or legislative action or government
regulation.
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Appendix 30
Useful Language for Simple Biomaterials License

Licensee agrees to retain control over the Material, and not to distribute them
to third party for any reason, with or without consideration, without the express prior
written consent of the University.

Licensee agrees to utilize the Material solely for the purpose of Licensee's own
internal research and screening programs. It is understood that Licensee will be using
the Material as a research tool. University will not acquire any rights of any kind in
any of Licensee's proprietary compounds, their compositions or uses, identified as a
result of Licensee's use of the Material as contemplated by this Agreement. Licensee
will have the sole and unrestricted right to use all data developed as a result of its use
of the Material.

Licensee agrees in its use of the Material to comply with all applicable statutes,
regulations and guidelines, including those of the Public Health Service and the
University regulations and guidelines.

Licensee agrees that this Agreement does not preclude the University from
distributing the Material to third parties for research or commercial purposes.

Licensee acknowledges that it is in possession of the Material. University
agrees to make good faith efforts to replace such Material, as available and at
reasonable cost, in the event of its unintentional destruction, but will not be required to
do so more than once per year nor more than five times total.

Licensee is encouraged to publish the results of its research projects using the
Material. In all oral presentations or written publications concerning this Material,
Licensee will acknowledge the contribution by the named inventors of this Material,
(insert inventor’s name) unless requested otherwise by the University or Drs. (the
inventors).

By entering into this Agreement, University neither directly nor indirectly
endorses any product or service provided, or to be provided, by Licensee, whether
directly or indirectly related to this Agreement. Licensee will not state or imply that
this Agreement is an endorsement by University or its employees. Licensee must not
use the name “University of XXXX” without the express written permission of
University.

Negation of Warranties and Indemnity

NOTHING IN THIS AGREEMENT WILL BE CONSTRUED A WARRANTY OR
REPRESENTATION THAT THE MATERIAL, LICENSED PRODUCT, OR
ANYTHING ELSE MADE, USED, SOLD, OR OTHERWISE DISPOSED OF
UNDER ANY LICENSE GRANTED IN THIS AGREEMENT IS OR WILL BE
FREE FROM INFRINGEMENT OF PATENTS, COPYRIGHTS, AND
TRADEMARKS OF THIRD PARTIES.
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UNIVERSITY EXPRESSLY DISCLAIMS ANY AND ALL WARRANTIES,
WHETHER EXPRESS OR IMPLIED, PERTAINING TO THE
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE OF THE
MATERIAL OR LICENSED PRODUCT OR ANYTHING ELSE LICENSED,
DISCLOSED, OR OTHERWISE PROVIDED TO LICENSEE UNDER THIS
AGREEMENT. UNIVERSITY'S TOTAL LIABILITY UNDER THIS
AGREEMENT IS LIMITED TO THE COSTS AND FEES PAID TO UNIVERSITY
UNDER THIS AGREEMENT.

LICENSEE AGREES THAT IT WILL DEFEND, INDEMNIFY AND HOLD
HARMLESS UNIVERSITY, ITS FACULTY MEMBERS, SCIENTISTS,
RESEARCHERS, EMPLOYEES, OFFICERS, TRUSTEES AND AGENTS AND
EACH OF THEM (THE “INDEMNIFIED PARTIES”), FROM AND AGAINST
ANY AND ALL CLAIMS, CAUSES OF ACTION, LAWSUITS OR OTHER
PROCEEDINGS (THE “CLAIMS”) FILED OR OTHERWISE INSTITUTED
AGAINST ANY OF THE INDEMNIFIED PARTIES RELATED DIRECTLY OR
INDIRECTLY TO OR ARISING OUT OF THE DESIGN, PROCESS,
MANUFACTURE OR USE BY ANY PERSON OR PARTY OF THE LICENSED
PRODUCTS AND ANY EMBODIMENT OF THE MATERIAL EVEN THOUGH
SUCH CLAIMS AND THE COSTS (INCLUDING, BUT NOT LIMITED TO, THE
PAYMENT OF ALL REASONABLE ATTORNEYS' FEES AND COSTS OF
LITIGATION OR OTHER DEFENSE) RELATED THERETO RESULT IN WHOLE
OR IN PART FROM THE NEGLIGENCE OF ANY OF THE INDEMNIFIED
PARTIES OR ARE BASED UPON DOCTRINES OF STRICT LIABILITY OR
PRODUCT LIABILITY; PROVIDED, HOWEVER, THAT SUCH INDEMNITY
WILL NOT APPLY TO ANY CLAIMS ARISING FROM THE GROSS
NEGLIGENCE OR WILLFUL MISCONDUCT OF ANY INDEMNIFIED PARTY.
LICENSEE WILL ALSO ASSUME RESPONSIBILITY FOR ALL COSTS AND
EXPENSES RELATED TO SUCH CLAIMS FOR WHICH IT IS OBLIGATED TO
INDEMNIFY THE INDEMNIFIED PARTIES PURSUANT TO THIS PARAGRAPH
##, INCLUDING, BUT NOT LIMITED TO, THE PAYMENT OF ALL
REASONABLE ATTORNEYS' FEES AND COSTS OF LITIGATION OR OTHER
DEFENSE.
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Appendix 31

Useful BML Language

"Licensed Product(s)" means the Material and any product that contains the Material
or any part thereof, which could not have been made but for the Material, or in whose
development the Material was used.

“Field” means research reagents only and specifically excludes human therapeutics or
any use in humans, including clinical trials.

“The University hereby grants, and the Licensee accepts, a worldwide non-exclusive
license to make, have made, use, offer for sale and sell Licensed Product in the Field
and in the Territory. Sublicensing is expressly prohibited. This grant does not
include the right to file patent applications for or the use of the Material or Licensed
Product without University’s express prior written approval, which approval will be in
University’s sole discretion.”

“Field” means research reagents only and specifically excludes human therapeutics or
any use in humans, including clinical trials.

"Net Sales" means the gross amount of consideration that is paid by unrelated third
parties to Licensee for Licensed Products by sale or other mode of transfer, less
discounts and allowances given and actually taken and that are customary in
Licensee’s trade, other than commissions paid to individuals whether they be with
independent sales agencies or regularly employed by Licensee and on its payroll, or
for the cost of collections.

If Licensed Product is sold in a combination product also containing component(s)
that are not Licensed Product, then Net Sales for each combination product must be
calculated by multiplying the net sales of that combination product by the fraction
A/(A+B), where A is the gross selling price of the Licensed Product sold separately
and B is the sum of the gross selling price(s) of the other active component(s) when
sold separately.

Termination

Licensee may terminate this Agreement by giving University notice in writing
at least ninety (90) days in advance of the effective date of termination, provided that
Licensee will thereupon cease using any Material and Licensed Product.

This Agreement will terminate if Licensee: (a) is in default in payment of
royalty or making of reports; (b) is in breach of any other contract provision; or, (c)
makes any materially false report, and Licensee fails to remedy any such default,
breach, or report within thirty (30) days after written notice thereof by University.

Upon termination of this Agreement for any reason Licensee must return to
University all Material and Licensed Product then in Licensee’s possession or under
Licensee’s control, or provide University with certification of their destruction.

Surviving any termination are: (a) Licensee's obligation of Paragraph XX to
make the termination report; (b) Licensee's obligation to pay royalties accrued or
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accruable; (c) Licensee's obligation of Paragraph XX to keep records and allow a final
audit; (d) the provisions of Article XX (Negation of Warranties and Indemnity).
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APPENDIX 32
ALTERNATIVE DISPUTE RESOLUTION

1. The parties must attempt to resolve through good faith discussions any
dispute which arises under this Agreement. Any dispute may, at the election of either
party, be referred to the chief executive officers, or their designated representative. If
they are unable to resolve the dispute, except one having to do with the scope,
enforceability, infringement or validity of a patent, within thirty (30) days after
delivery of written notice of the dispute from one party to the other, either party may
seek to resolve it by initiating Alternative Dispute Resolution ("ADR") in which the
(name of group, for example, the American Arbitration Association, and geographical
location) will select the arbitrator (the “Arbitrator”), as provided herein.

2. An ADR must be initiated by a party by sending written notice thereof
to the other party and JAMS, which notice must state the issues to be resolved. Within
ten (10) business days after receipt of such notice, the other party may, by sending
written notice to the initiating party and JAMS, add issues to be resolved. Within
twenty (20) business days after the date of the original ADR notice, JAMS must
nominate to the parties at least five (5) qualified nominees from JAMS' panel. The
parties must will five (5) business days after the receipt of such nominations to agree
on an Arbitrator or, failing to agree, to rank-order their preferences with the most
preferred being given the lowest number, and mail the rank-order to JAMS. JAMS
will notify the parties of their selection. If all nominees are unacceptable to a party,
the procedure must be repeated and, if the parties cannot select an Arbitrator the
second time, JAMS must select the Arbitrator.

3. Each Arbitrator must be a lawyer and must have experience in the
biopharmaceutical field and in intellectual property law matters, and must have no
relationship with either party that would constitute a conflict-of-interest or otherwise
prevent this Arbitrator from serving as a neutral arbitrator. In the event of a dispute
between the parties relating to the calculation of any royalties or the amount of other
consideration payable under this Agreement (including without limitation, the results
of any audit conducted on behalf of a party pursuant to Article 8), then,
notwithstanding the foregoing, the Arbitrators must be partners or full members of an
internationally recognized certified public accounting firm which is not an auditing
firm for either party and has not provided material services to either party during the
last two (2) year period prior to the date of ADR initiation.

4. The Arbitrator must hold a hearing to resolve the issues within one
hundred twenty (120) business days after selection. The location of the hearing must
be (geographical location). Each party may be represented by counsel. Prior to the
hearing, the parties will be entitled to engage in discovery under procedures of the
Federal Rules of Civil Procedure; provided, however, that a party may not submit
more than twenty five (25) written interrogatories or take more than seven (7)
depositions. There may not be, and the Arbitrator must not permit, any discovery
within thirty (30) days of the hearing. The Arbitrator will have sole discretion
regarding the admissibility of evidence and conduct of the hearing. At least five (5)
business days prior to the hearing, each party must submit to the other party and the
Arbitrator a copy of all exhibits on which such party intends to rely at the hearing, a
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pre-hearing brief (up to 15 pages) and a proposed disposition of the dispute (up to 5
pages). The proposed disposition must be limited to proposed rulings and remedies on
each issue, and must contain no argument on or analysis of the facts or issues;
provided, however, that the parties will not present proposed monetary remedies.
Within five (5) business days after close of the hearing, each party may submit a post-
hearing brief (up to 5 pages) to the Arbitrator. The parties must hold and will cause
the Arbitrator to hold all information provided hereunder confidential.

5. The Arbitrator must render a disposition on the proposed rulings as
expeditiously as possible after the hearing, but not later than fifteen (15) business days
after the conclusion of the hearing. The Arbitrator must rule on each issue and must
adopt in its entirety the proposed ruling of one of the parties on each issue. In the
circumstances where the Arbitrator rules for a party on a claim in the form of a claim
for monetary damages, the parties will then submit a proposed remedy within ten (10)
days of notice of the ruling. The proposed remedy may be accompanied by a brief in
support of the remedy not to exceed five (5) pages. The Arbitrator will rule on and
adopt one of the proposed remedies within ten (10) days of their submission. The
Arbitrator’s disposition will be final and not be appealable, except that either party
will have the right to appeal such disposition on the basis it was affected by fraud or
bad faith in connection with the ADR proceedings. A judgment on the Arbitrator’s
disposition may be entered in any court having jurisdiction over the parties.

6. Except as otherwise provided in this Article 16, JAMS Rules must be
used in connection with the ADR.

7. A party may not be prohibited from bringing a claim for resolution
under this Article 16 on the ground that the claim could have been brought during an
earlier proceeding under this Article 16.

8. The substantially prevailing party in arbitration or in any judicial or
administrative action or proceeding arising under or in connection with this Agreement
will be entitled to reimbursement from the other party for its reasonable costs and
attorneys fees, including those on appeal, and including without limitation, the cost at
the hourly charges routinely charged by the person providing the services, the time of
legal assistants, secretarial and clerical overtime, and fees and expenses of experts
retained by counsel.
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