COLOMBIA ST
é POTENCIA DE LA gl

VIDA

Bogota, D.C., agosto de 2024

FORMULARIO No. 1 DE OBSERVACIONES Y RESPUESTA AL ESTUDIOS PREVIO
PARA ADELANTAR EL PROCESO DE SELECCION ABREVIADA DE MENOR
CUANTIA N° SA-059-2024 CUYO OBJETO ES “SUMINISTRO DE INSUMOS Y/O
DISPOSITIVOS  MEDICO-QUIRURGICOS REQUERIDOS PARA LA
REALIZACION DEL PROGRAMA QUIRURGICO DE OFTALMOLOGIA EN SALAS
DE CIRUGIA DEL HOSPITAL MILITAR CENTRAL”

EL SENOR SUBDIRECTOR ADMINISTRATIVO DEL HOSPITAL MILITAR
CENTRAL EN CALIDAD DE ORDENADOR DE GASTO Y,

Los comités estructuradores, proceden a emitir respuestas oportunas a las
observaciones realizadas por los oferentes dentro del proceso de la referencia de la
siguiente manera:

OBSERVACIONES FORMULADAS POR LA FIRMA BIOTECH HEALTH CARE
COLOMBIA S.A.S

OBSERVACION No. 1

Revisando el pliego publicado por parte de ustedes y estudio previo folio 8 apartado 4:
Especificaciones técnicas, donde se establece la siguiente descripcién de los lentes:

LENTE INTRAOCULAR FAQUICO DE IMPLANTE RETRO-IRIDIANO PRELENTICULAR
TORICO

fabricado en colamero un tipo de coldgeno derivado del porcino e
hidroxietilmetacrilato un material hidrdfilo, flexible y biocompatible asociado a
un cromdforo que absorbe la luz uv, esté disefiado como un lente faquico
refractivo con una zona dptica concava convexa con disposicidn en domo en su
cara anterior para minimizar el contacto con el cristaline, cuenta con hépticas
de forma rectangular en forma de plato mono pieza, disefiado para
implantarse en la camara posterior apoyando sus hdpticas sobre el sulcus
cifiar

RESPUESTA OBSERVACION No. 1

Teniente en cuenta la observacion presentada, el comité técnico estructurador se
permite indicar que una vez realizado el analisis de las especificaciones técnicas se
evidencia que en aras de garantizar los principios de la contratacion publica estos son
pluralidad de oferentes, seleccién objetiva, responsabilidad e igualdad de oferentes,
HespityltMilitebGewb@bn y se excluye el material colamero porcino.

Direccién: Transversal 3C No. 49 - 02, Bogota D.C., Colombia [ ]

@BSERWACION NO1 348 6868
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LENTE INTRAOCULAR FAQUICO DE IMPLANTE RETRO-IRIDIANO PRELENTICULAR ESFERICO

Eobricade en coldémero un tipo de coldgeno derivado del porcino e
hidroxietilmetacrilato un material hidrdfilo, flexible y biocompatible asociado o
un cromdforo que absorbe fa luz uv, esta disefado como un lente faquico
refractivo con unag zona optica concava convexa corn disposicion en domo en su
cara anterior para minimizar el contacto con el cristafing, cuenta con hapticas
de forma rectangular en forma de piato mono pieza, disefiado para implantarse
en fa camara posterior apoyando sus hapticas sobre ef sulcus citicr

Con el fin de asegurar la pluralidad de los oferentes se solicita excluir el material colamero
porcino, Teniendo en cuenta que la ausencia del 0,2% de colageno porcino no afecta el
desempefio del producto. Se adjunta el cuadro comparativo de los materiales del lente ICL
que es el que tiene el material solicitado en el pliego vy el material del lente Eyecryl Phakic,
marca Biotech.

£f material de Eyecryl Phakic es: Acrilico Hidrdfilo (sin fuente animal} Composicion: 74% 2
hidroxietilmetacrilato y metilmetacrilato, 26% de agua
£l material de Staar, ICL, es: el coldgeno porcino 0,2% (contiene proteina de colageno de
origen animal} Composicion-60% poli-hidroxietiimetacrilato - HEMA, agua (36%),
benzofenona (3,8%). Staar llama el Colamero (colégeno-copolimero). Staar afirma gue es
collamar donde en realidad la porcion de colégeno porcino es sola del 0,2%.

Evecryl Phakic Vs Evo Vistan (L
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£l calamero hace a la lente Staar més flexible que la Eyecryl phakic, dentro del ojo esa mayor
rigidez del Eyecryl phakic es una ventaja porque permite mayor estabilidad de la lente y
disminuye los riesgos de generar catarata o aumentar la presidn intraocular.

El montaje del eyecryl phakic es mucho mas sencillo asi como su implantacion.

El lente Eyecryl Phakic esta siendo implantado en mas de 20 paises del mundo con
i excelentes resultados. Cuenta en Colombia con registro sanitario desde hace cinco afios. Se

han implantado en el pais mas de 1000 unidades las cuales han demostrado su efectividad y
¢ cuenta con estudios a mas de cinco afios de implantacion. Contamos con 170 medijcos en

Colombia usuarios del producto.
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La eficacia del producto puede ser revisada en los siguientes estudios:

Comparison of Dynamic Vault Changes
Following Implantation of Two Different
Models of Phakic Intraocular Lenses

QO hevsnid 1 T g 12 Qmrirsls Thvpdape > i ¥ « YO, g R P, | e $ LT,
sneetal grar, MS; Sanjali Todes Wadhokor, MS: SQupriva Samak Sriganesh, MS:

M5, DNB

Sri Ganesh,
ABSTRACT

PURPOSE: To compare the dynamic vault range [the differ-
ence in the central vault height from scotopic to phatopic light
condition] atter implantation of the ICL/TICL [STAAR Surgicall
and Eyecryl phakic/Eyecryl phakic toric intravcular tens [10L)
{Biotech Healthcare].

METHODS: This retrospective study included patients with
myopia or myopic astigmatism eligible for phakic [0L implan-
tation with either the ICL/TICL or Eyecryi piwkés:fiﬁys@ﬁrr pha-
kic toric 10L. Vault changes in varying Light conditions [scoto-
pic, mesopic, and photopicl were assessed using an anterior
segment ophical coherence tomography-based tomographer
and dynamic vault range {OVR] was compared between the
W0 groups.

RESULTS: A total of 60 eyes fram 36 patients 130 eyes in each
groupl with a mean age of 28.63 £ 6.36 years were included.

The mean postoperative follow-up at the time of assessment
was 9.4 £ 5.3 and 8.9 £ 5.28 months [P = .75 in the ICL and
Eyecryl groups, respectively. The mean values of scotepic,
mesopic, and photopic vault were 490,56 & 238,64, 45356 +
22430, and 373.96 2 200.24 pm in the ICL group and 515.44
+ 174,34, 490,26 = 184 04, 450.43 + 17392 ym in the Eyecyl
group [P = .32, 24, and .05, respectively]. The DVR was 116.4
$ 59.29 um in the ICL group versus £5.03 £ 31.78 pm i the
Eyecryl graup [P < 001].

CONCLUSIONS: The Eyecryl phakic 0L showed significantly
fewer light-induced changes in the central vault height [DVR]
tompared o the ICL, which may be attributed to the differ-
ence in the material of the two phakic I0L models, This may
be clinically sigrificant in eyes with low postoperative vaults
with respect to their follow-ug and risk assessment of cata-
ractogenesis in the long term,

L/ Refract Surg. 2023,3918)544-554.] @I

Hospital Militar Central
Direccion: Transversal 3C No. 49 - 02, Bogotd D.C., Colombia [ ]

Conmutador: (+57) 601 348 6868
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En Colombia se realizé el siguiente estudio en el 2021 y actualmente se esta

complementando con informacion actualizada a la fecha

Early results with the EyeCryl Phakic Toric intraocular lens
implantation in keratoconus patients

Kepa Balparda®, Claudia Marcela Vanegas-Ramirez"*, Tatiana Herrera-Chalarca®™®,
Lawra Andrea Sitva-Quintere®***

*Department of Research and Surgery, Black Mammoth Surgical, Medeilin, Colombia
*#*Department of Ophthalmology, Universidad Pentificia Bolivarians, Medellin, Colombia
*sspepartment of Clinical Research, Black Mammoth Surgical, Medellin, Colombia
s#428chonl of Medicine, Universidad CES, Medeltin, Colombia

Corvespondence to: Beps Badparda, MD, PhD,
Director of Research and Surgery, Rlack Mammath Surgical, Medellin, Colombia,
Carvera 43 8 26 35 Office 717, Medellin, Colombia,

Fhone: {+57) 3145 024 586, E-xail: kb@kepabolpardacom

Accepled: May 16th, 2021

Abstract

Dbjective: Refractive mansgement in keratoconus i challenging Although some kinds of phakic
intraocular lenses have heen studied in keratoconus so far, no study evaluated the results of
FyeCeyl Phakic Toric intraocular kenses in this kind of patients.

Materials and Methods: This is a retrospective chart review study, including all keratoconis
patients implanted with an EveCryl Phakic Toric intraocular lens in at least noe of their eves bran
experienced comea surgeon in Calombia. Follew-up to 6 months after surgery was also included.
Results: A total of 20 eyes of 14 patients were inchaded, with an average age o 293 £ 4.2 years.
Spherical ecuivalent improved from a pre-surgical value of ~10.31 D ro +0.09 D at & months. 65%
of the patients improved at least one line in the best-corvected distance yisyal acuity. At 6 months,
70% of the patients were within + 0.50 D of spherical equivalent emmetropia. No complicationg
occureed w any of the patients.

Conclusion: EyeCryl Phakic intraocular lenses are an excellent option in kerataconus patients with
high refractive error. -

Keywords: intrascular fens, keratoconus, refractive disorder, ophthalmelogy

Abbreviations: KC = Keratoconus, P-10L = phakic intraocular lenses, ICL = Implantable Collamer
Lens, WTW = White to White, 5D = standard deviation, ANOVA = an analysis of variance, UDVA =
monocular ancorrected distance visual acuity, CVA = corrected distance wisual acvity

the Visian Toric Implantable Collamer Lens: Results ofa2-Year

Prospective Comparative Study

Sheers] Brar MS. Magha Gustam M5 South Snebal Sute. MS. Savia Persira ME and SniGanesh MS. DHE
Jonmalaf Refractive Swge v, 202137 (1 57- 15

Py blis hed Online: Oc tober 13 . 2020 - htt ps 2/idei otz 10 392871081 597X 2020101304 Citedbv:

Hospital Militar Central
Direcciéon: Transversal 3C No. 49 - 02, Bogota D.C., Colombia

Conmutador: (+57) 601 348 6868 F
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Abstract

PURP OS E: To compare the 2- year visual and refractive cutcomes with the Eyecryl Phakic Toric IOL (EP TIOL)

(Biotech Viston Care Pvt Ltd) and Visian Tone ICL (TICL) {STAAR Surgical) for correction of high myopic astigmatizm

METH ODS : This prospective, interventional, nou-randomized compar 1son study included eligible patients who
underwent teric phakic IOL surgery in one ot both eves with either the EP TIOL or TICL for myopic astigmat ism. Twa
vears pastoperat ively. both lenses were compared far their safety, efficacy. stab ility, and patient satigfaction. Vector
anzlysis of astizma tisns was performed using the Alpins methed with the ASSORT saft ware (ASSORT Party Lid).

RESU LTS A total of 30 eves were included | of which 25 eyes received EP TIOL implantation and the remaining 23
teceived TICL impl antat ion. Preoperative mean = standard deviation of spherica [ equivs lent (SE) and cylinder was
03324 04and-208+0 86 diopters (T} m the EP TIOL group and 10212397 and 21720 ¢ 5 Din the TICL
group , respeciiely . At 2 years of follow-up, there was no sign ificant differ ence between the mean unco mected

distance visua | acwuty. corrected distance visual acuity. spherical equivalent | and residua I as tigmatism befween the
two groups ( £ > 03 for all parameters). Ninety-two percent of eyes in the EP TIOL group and 88% of eyes m the TICL

g roup were within 20 30 D of refractive astismatism. Vector analysic of as igma tism showed
g rup £ 3 £

a comparable Correction

Index of 0.98 in the EP TIOL group and .94 in the TICL g roup, signifying a mild undercomection of 2% and €% |
respectively. Two eves in the TICL group underwent exchange for high vault and one eve required realignment due to

significant postaperative rotation

CONCLUS IONS: At least for the first 2 years postoperative ly. both toric phakic IOLs were safe and effective in
managing high myopic asngmatism with comparab le visua | res ults and patient satis faction.

The Outcomes of Posterior-Chamber Phakic Intraocular Leos
limplantation in Patients with High Myopia
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Hospital Militar Central

Direccion: Transversal 3C No. 49 - 02, Bogota D.C., Colombia
Conmutador: (+57) 601 348 6868 [ ]
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A clinical trial an phakic intraocular lens for the treatment of refractive
amblyopia in children and adolescents |

Arvind Kumar Morya, Kicandeep Kawr', Bharat Gurmant®, Siddharam S Janti * Ankir Kpmear Sheivgstava’,
Anturvedi Tejastoin®, Aprajita Sinha’, Diweeavath Vonkatesh”

Purpose: Tor analyze fhe demegraphics and clinial outoames of posterior chamber phakic indraodular 00
iplastation for refractive smblyegaa o childrem and sdelescents. Methods: A prospeciive interventional
by was porformed o chitldnen ard slelecents with anblyepis at & frtiary ey care cordes froem Ly
327 w0 Augest 2002 Twanty-three eves of 21 arpsomyvopte aed Boameopil amblyopa patticnts aperated i

S posstorior chamber phalife 1OL (Byeceyd phabic 1083 as & treatment for amblyopia were included in the  |1O4TREIS J9 5
\zﬂ-:’ﬁgxa Patiprd demmographics, pro- argd ;\mirzpvmzww viegal acuEty, evrioplegh refracliog, amteriy and
susterion Segment sxanination, intracculae pressuse, pachymelry, conteast sensitivity, ervdothedial conmt,
andd patient satisfaction soores wene evatuated, Tationss were foltowed ap ot day 1 6 wicks, B months, and
1 pear afler surgery, and visal cutcomes anut complicatinns wers decunprgisl. Resulis The sean age of
pdionis wos 116 2 549 voars fromger BE9 yours) The mean itrmilar lens power was = 120 diopter
spheded 105 in Dhoves amd - 225 Bopter eviimudieal {00 m four pationts, The mean anaided distant visual
seuity (UTAAY and hestearroctad visual avutty VA were 139 2 (35 g 40 = 621 preoperstively on
s fogy of mimmum angle of sescliation HogMARs chart Postoperativedy, the vianal anuly approvud by 26
Heves in 3 onths period and matstained 111 vesy. Pustsurpery, contrast sepsitivity i the amdblvopic oves
sipnificantly ingroved, and the average endathedial towis rorded was BT a2 | vear. which was slalistically
insiyniticnrt Patient catisfaction scom was statistially sigpvificant, with 4 7355 recorded un the Likert soale
Conclston: Posterios chiamber phakic JOL s a safe, offeciive, and aliesnative methad for teating amblvopia
pationis whe are umompiian with slasses, contact lenses. and boratomeinactive prossdires

Koy woeds: Amblvapia, spisomettopis, ansamipnpie, isomyepie. phakie 101

RESPUESTA OBSERVACION No. 2

Teniente en cuenta la observacion presentada, el comité técnico estructurador se
permite indicar que una vez realizado el andlisis de las especificaciones tecnicas se
evidencia que en aras de garantizar los principios de la contratacion publica estos son
pluralidad de oferentes, seleccidn objetiva, responsabilidad e igualdad de oferentes,
se acepta la observacién y se excluye el material colamero porcino.

Elaboro:

CR (RA) . Luis Alberto Ruiz Robles
Comité Técnico Estructurador
Servicio De Oftalmologia

Hospital Militar Central
Direccién: Transversal 3C No. 49 - 02, Bogota D.C., Colombia

Conmutador: (+57) 601 348 6868 [ ]
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