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ReJrenoia: Expecliente No. 07.]35.330 

Solicitud do Patente its Enveiiciôn t]tulada: ’Tigedclil’a y niØtodos para 

preparar 9-nitrominoajel ina’ 

SOIicital,te; Wyeth 

RESPUESTAAL. AUTO NOTIFJCADO PER FIJACIoN EN LISTA No. 26 

DEL 01 DE FEBRRO DE 2008, OFICIO No. 1101 EXAMEN DE FORMA) 

ALYARO CORREA ORDO1EZ, mayor do edad 3/ veolno do BogotØ D.C., identificado can coma 

apareec a] pie de mi firma, en mi catheter de apoderado the to soniedad on roferencia, over 

respuesta al auto enianada per ese Despacho dentro del t&rmino ]egal: 

El documento de cesión ’el dereeho do Parente net inventor al solicitante file 

presentado julito con la solic.iti,d ci dia 21 do diciembl de 2007 y ohm en folios 9 a 29. 

2. Do igual meera ad3utto at Reporte 9remir tttrnioia sctre P entabida y 

opinion csrita. 

Aproveolto esta oportunidad pars so] icitar at Exarninador mayor claridad sabre !as 

objociones forina]es a ]as solicitudes do parents, per cilanto en el preserthe oficia 110 CS O8ZO 

si have falta In firma do tin inventor, 0 os romances de los inventores no coincidel, Con los del 

petitorio, 0 la Iegalizacion as incorrecta, 0 dofi]Iitivalnente no Sc presentó este dooumcnto, 

etc... La objocion presentada pore] Exatninador no Cs c]ara y deja & solicitante on un estado 

As incertidLtmbre per cuanto el documento so presentØ jul’10 con 14 sojicitLId y no se safe 
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25.O5.006 

pci-- 

WRITTEN OPINION OF THE 
INTERNA1ONAL SEARCHING AUTHORITY 

(PCT Rule 431o/s.1) 

DS Oi n.ili 
I’llarnioNdev210lasnonamess 

1 . This opinion aressrunwaJdarome I B 10 Nng to rho rNOdmj items: 

Ni Aox No.’ Sad1 or the opinion 

O Si No. 1.1 Priority 
0 Sox No. II, Non .00Leb Ii. ho, ni or opinion All [a9 I On ILy, lrivenliva cIep ai’d I appfrabJJIiy 

no, No, IY Look ol unity Or In venFioi 
Sox No V A eaone sEa clue ft rnCe r Ru 4gbis. I IsI ii with Ie0 r 0 nOva Ily, i nvo n I es step or Ir,dUa frJ 

.. . - Asolat_o,Iio os an axpian e40os aupod I r.sL’d.aatamenl_ ... 

pox No. VI Co rIa4 do00 men l oiled 
o was N;, VII Car.,,,  defKj If its ellosi I ppIioFn 
0 Son 

2. FURTHER ACTION 

I inard to  ft Sr bail one’ pIrnin sly ’I’m "tran It m;e, this opinion will USUB Fly he co ntidre e d b * wrilJet 0510100 of the In tSaiio no] Pre Imrn Sry Exam ’nil A ’ horuy I ’IPEKI 0ithat thia does "Ifappy w hare 
the appkanl chooses an,sultansother than thin One 0 b the IPEA Ind the abroad IPEAhfl failed the 
International    SUIIA!4 under 9156 dbiIII) that with en opinions orl lie ]nl ro aihos] S carol ’pg Autho 
mill eel be an oocid e,ed, 

V its op, Ofl Is, sa Ann a bon C, c,or,xid oroo ("a . wdde S optnbn of she I P EA, the 
u

 spoken ’s ineit e to 
ml! to inc ’PEA written reply Ingather, mImic app priaIe, wellInand me nIx ofhe axpIrain or a worst hs 

ron, II; dolt OF pin Ili ng or Form P074 SAQ2O or Was Iris asp ’ratios or 22 mantle From in, pretty dote. 
w lilo ’WV Cr expire; laser 

Hot rurLhel opnions. S.. Idea PCTdSA2o. 

2 ;Ol ruff s  ci doe’s  ass nolSn to Form PCTil $4,720. 
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WRITTEN OPINION OF THE lriIrnarionar application Nb. 
INTERNATIONAL SEARCHING AUTHORITY PCJ4J3200602040 

Sex No.1 Basis of the opinion  

wrti regaru to the hili mis opinhn has been established on tic basis or; 

his intonational eppLieat ion ill haldniff,ji in which face tired 

a trartsiarioli DL the international credential into ,Whh is the !nOiJape eta translation turnistied for ft,e 
p’.’rposes at inreroptinnar search (Rubs 12 d(T)  an 22.1 bi 

2 With regard EQ any riucleolide under amino acid sequence disclosed in the international epplication and 
necessary to the claimed invention, This opIrir, he.; beer, established Oi he basis ot: 

& type or material: 

IT a sequence iislin 

O table(s) ,oitod to the sequence Mating 

b rorniat Or mreriai; 

Oil paper 

�in electronic form 

C. urns of r(iinQnurllishtng: 

C contained in one internal nut appse no msed. 

fl iJed Intelsat with the in Fern a is,n 01 epp]iop rio n in eleotro tic form  

o 

flat f subs aqu nI y LO thin Au Mierily for Vie purposes or ss roh 

a IT In addition, in the ease thaI hobO than one Vorsion Or They OP C neluenoc itsti,w andr table reiatiflJ thereto 
has been tiled or Furnished, the required starements that the tntorttion in no subsequent or eoditionaP 
opis is identical to that in tire application as filed or does not 90 defend the anotharson as tiled as 

eppl opriate, were mu mrs hod - 

4. AddtVonai cotmenir 

nil FOld LA! 47 (Apifi 5O5} 
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WRITTEN OPINION OF THE Internet said epphc.rnion No. 
INTERNATIONAL SEARCHING AUTHORITY PCTIJS2000.020540 

Sox Nb. IV Lad of unity of invention  

lii responee o Ihe irwiteton (Form FCTASAO6) In pay eddloonal 1505, the applicant has- within Lhe applicable time lint: 

U palkayolculaffe 

IF paid asdIttor.aI fees under protest arid where applicable, the protat lee 

U paid additional lees under protest but the applicable protest ree was not paid 

not pAId adilltioii& hire 

2. U This Authority found thF me requirement Cl Ists Cl IhVntien is not Complied with and chose nor o li-wiLe 
the applicant to Pay addilionni lees. 

a. This Authority considers that the rqrjiraiflnnl Of tinily Cl iilVeFiUnhi in Cocordance wh Rule 13.1. 13.2 and 13.3 

C 000iplied with 

not complied with to, the dirwrip reasons 

an, saporoic cheat 

4. Coriseqontiy, this ’spun has been established in respect of the tcllowlrlQ parts of the international appiation: 

all porte. 

c;  the parts roolliso [0 claims NOS. 1-28 ,340 

Solt No. v Reasoned statement under Rule 43b13.I )(t) With regaru to novelty, inventive step or 
indLJsIrbI ppIicabiIity; ojiattone nd exIanaIion5 supporting ,uh taIomGnI 

2, Statement 

Navfly (N) Yes: C’aims l-6 
No: OkIrns 32-40 

:nvenrive slop (IS) Yes: Claims 1-28 
No: Claims 

liidi.rstrial applicability (IAI Yes: Claims 1-20,32-40 
No: Ole’ns 

2. Citations arid exptenaoits 

ecs seerate sheet 

i:orm PC1O Al 237 �flril 2O5t 
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WRITTEN OPINION OF THE InFrnationaJ appIIcafioo No. INTERNATIONAL SEARCHING AUTHORJTY 

1: 

Ec No. VI CcrIjn doouiiiencs zile 

I. C8r!in puhIiahd docrirrenis (RuFe& 4brs.1 nod 70.10) 

and/or 

0. Nn.90 discIoEu,es {fl’JIQS 4381s. I end 70.) 

eO form 210 

fn PCTSN 137 {ApiI 2005) 
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WRITTEN OPINION OF THE Intornational application No 
INTERNATIONAL SEARCHING 

PC1/U82006/02Q540 

Reference is made to the fodlowing documents: 

Di: Drugs of me Future, 2001 26, 851-658 
02: US56750X 
03: journal of Organic Chemistry, 2003, 68, 58385851 
04: Journal o Medicine! Chemistry, 194, 37, 184-16& 

Re Item IV: Lack of unity of Invention 

1. This Authority Considers that there are 2 groups or invention Covered by the crime 
jnicated as forlows: 

I: Claims 1-26 32(part)-40(part) directed to a tethod for prepariog at least one 
compound of formuta 1 of the application or a phgrmacutically acceptaIe nit 
thereof, comprising a) reacting at least one nitrating agent with at iast one 
oompourid of fOrmula 2 of the appricalion or a salt thereof, to produce a reaction 
rnirture Comprising an intermediate, and b) 
form at least one compound at Iorniu!!a i of the application, wherein the 
intermediate is not solafcd from the reotion i-nxti irogranding claims 26-28 the 
!.slurry.! was considered to relate to a reaction mixture in which no compounds are 
isolated). 

II: ekairns 29�31 2(part)-40part) directed to a method for preparing at least one 
compound of formula 3 of the application ore salt thereof, comprising a) reacting 
at toast one nitrating agent with at Isasi one compound of formula 2 of the 
application or a salt thereof, wherein the Iacocca is perlotmd at a tefllperetur6 
ranging from . to 15 t-

2. TIle document 01 is regarded as being the crcscsl prior art and discloses (see 
Paroraph !synthesis! p 851Y 

A process for trip synthesis or tigecycllne comprising the steps of: 
- aircraft of rrri000ydine wilh KNO, and 62S0to form a q ntro denvative. 

n.,  p7JflA!23 płlo h.M I sef I (EQApdi 20051 
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WRITTEN OPINION OF THUzI’iLsrristionaI fl)prieation Na. 
INTERNATIONAL SEARCHING 
AUTHORITY SEPARATE SHEET) _________ ______ PCT/US200S/020540 

reduction differ 9-ntro derivative with H2 over Pd/c in .2meN1oyyethani/N 
HSO, to provide 9-amitlominocychoe, 
- acIation of 9-arllinominocyctinc either a) with 2-bronloacetyibromide in N,N-- 
dimetJyIpropyleneu’ea DIv?FLl) to form e-2-.broI11o’aceIamido)miflocycrte 
followed by raction with tern -butylamine to yield that purification the attehded 
rigecycline, either b jitP Nten.butylglycyl chloride to form directly the attended 
tigecycline. 

3 Therefore  the differences betveen Lhe disclosure of Of and had Iwo inventions 
can be defined as foirows: 

claim 1 The subject rruffor of claim I differs from Dl in that the flitrO-iflt9rmedLte 
cot isoIaIod horn The reaction filature but directly Involved in the reductive step 

� Claim  see The subject matterof claim 29 differs from Olin that the first step of 
niration is perIorrncd at a oparredo trflperature ranging from 5 to 1St. 

4. Starting from ire pr000ss disclosed in Ul ,and according to the examples and 
comparatives examples described in this application, it appears that cainls i and 
29 solve the same problem: how to modify the process 40 get the rninocycIne 

a -purer4er�m and riore pecifica3Ty-conMivinsted’with a less amount or 
the C4-epin18r 

5 The epeolal technical J foature of claim I Is the non isolation of the nitro-- 
Intermediate fromthe reaction brittle. 
The special technical feature of olatil 29 Is the specilic ’ange ol tn1peratu,, of 
the first step (nitration), 

6, SInce the special technical features are neither nor corresponding, there are no 
� same or corresponding special technical features shared by Independent claims I 

and 290f the invention, Therefore the two groups of claims define two different 
inventions not Uriked by a single general inventive concept. The app]lcation  hencre 

� does not meet the requirements faf uny of inventiOn as defined in rules 13.1 l32 
PCT. 

‘nn P511 SA57 &,V,111 sflntt (Short 21 iC P MnI %O5) 
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WRITTEN OPINION OF THE niions appIcarion No. 
INTERNATIONAL S4McHrNG 
SAlTY SEPAR4aET__fl06102040 

Re Item V. 
Reasoned stalement with regard to novelty, inventive topic Industrial 
applicabIlity: citatIons aria explanations supporting such statement 

The present application does not meet the criteria of PhCpr 331’) PGT, because 
the subject-maILer of claims 32 to 40 is fbi new in the sense of Article 33(2) Per. 

The compounds disclosed in this application are already known (see Dl), 
therefore the subject-matter of claims 32 and 34 is not new in the sense 01 Article 
33(2) PCT. 

Mo;eover the use 01 tho compounds disclosed in This application ins composition 
� is also not new in the sense of that these opmpcunds were already known (see Dl 

and 02). thevecoTe the subjectmtter of claims 3-4Q is not new in the sense of 
Article 3(2) POT 

2. Door morit Dl is ccgrded as being The detest prior art to the subject.mattr of 
.�o1air,1 I fees-abOvc)  

The subject-matter of claim 1 differs from 01 in that the nitro-ntQrmerjiaIe is not 
isolated from the ,eaotion mixtLI(e and direct invoting In the reductive siep 

The subject -matt er of claim Is therefore flew (rticte 33(2) POT). 

The problem to be solved by this application iso and a Process _!dch produce 
the nlinocyoline derivates in a purer form and more specially contaminated with a 

� less amount of the C4-eplmer, 
Acoording to comparatives examples 1 and 2 usIng the method described in 01 
sas pages 44-56 of this appticalion) the isolated aminominocycune decWat t) is 

contaminated with 1,75% to 3.8% of the 04-spinier. According to example I 
using the method claimed in this application (see page 50 of this rapplasi the 
isolated anhinon1nccycline derit4te (4)s contaminated with 0.9% of the 04-

epiriler, 

Torre PCt’SUJfl7 tpS’U t1fl foes Dl EPOAP, 2005} 
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WRITTEN OPINION OF THE hilernafionar appJiolion Or 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEET)  

D2 discroses the purrfioation of compounds of formula I. contaminated with the 
C4epimer and oxidative degradation by Productsby performing an extraction on 
the crude Compour. Tne purify of thermal compounds obtained by this method is 
92098.5%- There is no ifldic8rion in D2 to mociry to processor the synthesis o 
conIDuurid8 at Johanna 1 in order to get them Ina purer form ralumm 2 line 5710 
colurri 3 rifles 35). 

Wore of The documents cited in the search (GPO1 show or suggest that the non 
;solation of the nitro-derivatives woufd allow to higher the purity of the 9-
anuinonlinocyclines. Therefore the subject flatter 01 ofaini 1 appears to be novel 
and inventive. 

Claims 2-2a are dependent on claim I arid issued also meet the faddishness ot 
the POT with respect to novelty and nventive step. 

3, Further remarks 

a.1 Clairris 1 24 and 26 are not supporled by the description as required by Art;efe 6 
-P-CT as.Theic-scopeis broader than judifiers-bythe-descriptiunnd-drawings.-Tlie - - 
csOnS therefor are the fOJlowir)p 

Ciairns 1 24 and 26 claim the orntation of an intermediate resulting of reaction ol 
a tittering agent with a compound of formula 2. According to the description of the 
complete reaction scheme describeł in this  replication, the onfy Interrncdiate 
formed seems lo be Ills 9-nitrominOoyoIJne derivate ToOmPrOund 3). Therefore the 
term int&rmodji using in claims 1, 24 and 26 without precisicig the nature of 
this intermediate, renders We scope of the claims broader than justified by the de. 
etfiption. 

3.2 Claim 6 refers to file larcenist,  of the nitric acid but tails to define it it is the 
conosn1raion at the nitrIc acid solution used for the reaction or the concentration 
in the reaction mixture. Therefore claim 6 is not near and does not meet the 
requirement of ArtIcle 6 POT. 

33 Claims 1$ and 19 do not meet the requirements or Article 8 POT in that the matter 
for which protection is sought is 001 dearly defined. The claims attempt to deline 

Fc’m pci/i sk�Z37 i$ipfle ShcqO ch-1041IEPO_Apri.! DO,) 
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- WRITTEN OPINION OF THE ln(einsliorisi Nonderiturn No. 
INTERNATIONAL SEARCHING 
AUTHORITY SEPARATE GUEET  

the sUJbject-matter in temnn of the restit to be achieved, which merely amounts to 
a statement of the uC iddlyIng problem, without providing the technical features 
necessary for achieving this result. 

3.4 Claim 26 does not meet tile requirement of Arnold 0 Pot in that Csturn 28 
oomprses aI the features of ciSm 1 rslur is defined as being the reaction 
mixture of stop (a)) and is therefore not pproprite’,( form uiated as a olim 
dependent on the latter Rue S.4 PCT). C}airns 27 and 28 are dependent on claim 
26 and also dose not meet the reQuircments of Artiore 6 PCI. 

3.5 Contrary 10 the requirements of Rule 5.1 (a)Qi)PCT, the meievant background art 
disclosed in Dl and 02 is not mentioned in the description, nor 19 these 
docutens idtntiied Instant 

10 himjimW 
Certain documents cited 

Certain published documents 

1toorkarlid S MedcirJ Chenhistry Letters. 2O06ct;4CU4O3 
Available online: 21 October 2005 

rr M POTüSAJfl7  robrai [0htI SI CE Pc ArjL 2Oai 
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art enaiVial PCT/1Js2006/010540 

Fecha blob Ease necional 27/12/2007 
rAmiCe 11 

Sveneo 378 

7ctuaci6n 416 
Oflcio No. 7257 

Folios 1 

Teniendo On cuenta qua Is solicitud de priviieqio de patente sue SC trarnita bajo ci 

expediente indicado en Is reCereocia, rene Los requisitos de forma estabiecidos An 

la Decision 486 de la ComisiOn de la Coimmidad Midine, ci Tratado de CooperaciOn en 

Materia Os Petentes (PCT) ci Reglamento y Is Circular nn,,a Os la superineenuencj.a 

Re Industria y Comercio, Se SOVIC ci extracto de la solicitud a Is Oficina de 

Conunicaciones pare efecto as su publicaciOn en la Gaceta de propiedad Industrial. 

COmpiase 
tj 

Dado en sogotÆ DC 
U. ,Ljtj 

aIX CAMENZA C PEDE DR VERGEL 
Jets dc la>eion de Nueves Cresciones 

adpail 
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ft 
Industria y Conierelo 
SuPERrNTFNDENCIA 

DIVISION DE NUEVAS CREACIONES 

RADICACION EXPEDIENIE No. 07-135330 

EL EXTRACTO DE LA PRESENTE SOLICITUD DE PATENTE DE INVENCIôN 

FOE POBLICADO EN LA GACErA DE PROPIEDAD INDUSTRIAL No 602 DE 

FECHA 31 DE MAR20 DE 200$ ELTERMINO HABIL SE$ALADO POR LA LEY 

EXPIRA EL 02 DE JULIO DE 2009 

NOlA: Der,tro del plazo do Joe seis (6) moses siguentes a partrde I   fecha do publitacion 
an Is gaceta do Propiedad Industrial, debera soJicitar y canceler el examen do 
patentabilidad so pare do quo Ia solicitud caiga an abandono, do acuerdo con lo 
estabecido an el Artloulo 44 do Is Decision 466/2000. 

SE PRESENTARON OPOSICIONES POR PARTE DE TECEROS. 

SI ___________ NO  


