MINISTERIO DE DEFENSA NACIONAL

HOSPITAL MILITAR CENTRAL
AREA GESTION CONTRATOS

FORMULARIO DE PREGUNTAS Y RESPUESTAS N°01 DE LAS
OBSERVACIONES FORMULADAS AL ESTUDIO, DOCUMENTOS PREVIOS Y
ANALISIS DEL SECTOR PARA ADELANTAR PROCESO DE SELECCION DE
MINIMA CUANTIA N° MC-218-2024-HOMIL, CUYO OBJETO ES
“SUMINISTRO DE INSUMOS Y/O DISPOSITIVOS MEDICO-
QUIRURGICOS (LENTES INTRAOCULARES FAQUICOS) 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 vy,

El comité técnico estructurador, proceden a emitir respuesta oportuna a la
observacién realizada por el oferente dentro del proceso de seleccion de la
referencia de la siguiente manera:

|OBSERVACION FORMULADA POR LA FIRMA BIOTECH

OBSERVACION No.01

LENTE INTRAOCULAR FAQUICO DE IMPLANTE RETRO-IRIDIANO PRELENTICULAR ESFERICO

Fabricado en colamero un tipe de colageno derivado del porcine e
hidroxietilmetacrilate un material hidrofilo, flexible y biocompatible asociado o
un cromaforo gue absorbe lo luz uv, esta disefiodo como un lente faquico
refractivo con una zona dptica concava convexa con disposicion en domo en su
carg anterior para minimizar el contacto con el cristalino, cuenta con hdpticas
de forma rectangular en forma de plato mono pieza, disefiodo para implantarse
enlao q:'lmcrra posterior apoyando sus hdpticas sobre el sulcus cilio

Con el fin de asegurar la pluralidad de los oferentes se solicita excluir el material colamero

Asunto: Observacionss MC-218-2024

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

LENTE INTRAOCULAR FAQUICO DE IMPLANTE RETRO-IRIDIANO PRELENTICULAR
TORICO

fobricado en coldmero un tipo de coldgeno derivado del porcino e
hidroxietilmetacriloto un material hidrofilo, flexible v biocompatible asociodo o
un cromaforo gque absorbe la luz uv, estd disefiado como un lente fdquico
refractivo con una zona optica concava convexa con disposicion en domo en su
cara anterior para minimizar el contacto con el cristalino, cuenta con hapticas
de forma rectangular en forma de plato mono pieza, disefiodo para
implantarse en o comara posterior apoyando sus hdpticas sobre el sulcus
ciliar
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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 gue tiene el material solicitade en el pliego y el material del lente Eyecryl Phakic,
marca Biotech.

El material de Evecryl Phakic es: Acrilico Hidrafilo (sin fuente animal) Composicion: 74% 2
hidroxietilmetacrilato y metilmetacrilato, 26% de agua

El material de Staar, ICL, es: el coldgeno porcino 0,2% (contiene proteina de colageno de
origen animal) Composicion-60% poli-hidroxietilmetacrilato - HEMA, agua (36%),
benzofenona (3,8%). Staar lama el Coldmero (coldgeno-copolimere). Staar afirma que es
collamar donde en realidad la porcion de coldgeno porcino es solo del 0,2%.

Eyecryl Phakic Vs Evo Visian ICL

o cesmeemco.

P b Porcine Collamar sontains collagon profein from animal
o Tah 1 -

Bomrga|
Matarial e = HEWA, wates
0%, Deezinpiervones 1751 006 0 7% poe ing wollagan, an cated 4
S Thg Cosiamar ol -copolyrmer)
o — Campasn
[ Peus-oparsies v sotcons B it
Lans: dowsn’t bry be opes upsic cows in The eye, Less chences.
Fluaib ity of opile gotting sear IT ouchad with forcope/sharp instrumanis, Extromaly Flexibie
Hinaling & sasy
hml-ﬂ-!mqupq—- Gexzd rutabicrsl satarty f sing i sropar
Injection system Easy |oading Complicated laading
Incision Siza. 2B mm LImm
ASPHERIC was (3A =) VG verion Mg, T ranges-Yes.
Onlire siock availability s Ko
©nling nrdar placing Vo L]
Dispter rasga Availa Bl up bo <2000 [eir custemized man Ban this) sl atla up 85 1800 O

El colamero hace a la lente Staar mas 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 presion intraccular.

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

Sheetal Brar, MS; Sanjali Tadas Wadhokar, MS; Supriva Samak Sriganesh, MS;
Sri Ganesh, MS, DNB

ABSTRACT The mean postoperative follow-up at the time of assessment
was 9.4 2 5.3 and 8.9 £ 5.28 months [P = .75] in the ICL and

Eyecryt groups, respectively, The mean values of scotopic,

PURPOSE: To compare the dynamic vault range [the differ-
ence in the central vault height from scotopic to photopic light
candition) after implantation of the ICL/TICL [STAAR Surgicall
and Eyecryl phakic/Eyecryl phakic toric intraocular lens (I0L]
[Biotech Healthcare|.

METHODS: This retrospective study included patients with
miyopia or myopic astigmatism eligible for phakic I0L implan-
tation with either the ICL/TICL or Eyecryl phakic/Eyecryl pha-
kic toric I0L. Vault changes in varying light conditions |scoto-
pic, mesopic, and photopic) were assessed using an anterior
segment optical coherence tomography-based tomographer
and dynamic vault range [DVR] was compared between the
two groups.

mesopic, and photopic vault were 490,56 + 238.64, 453.56 +
224.30, and 373.96 + 200.24 pm in the ICL group and 515.46
+ 174,34, £90.26 + 184,04, 450.43 ¢ 173.92 pm in the Eyecryl
group [P =.32, .24, and .05, respectivelyl. The DVR was 116.6
£ 59.29 pm in the ICL group versus 65.03 £ 31.78 pm in the
Eyecryl group (P <.001).

CONCLUSIONS: The Eyecryl phakic I0L showed significantly
fewer light-induced changes in the central vault height [OVR]
compared to the ICL, which may be attributed to the differ-
ence in the material of the two phakic 10L models. This may
be clinically significant in eyes with low postoperative vaults
with respect to their follow-up and risk assessment of cata-

ractogenesis in the long term.

RESULTS: A total of 60 eyes from 34 patients (30 eyes in each

group) with a mean age of 28.63 + 6.36 years were included. URefract Surg. 2023;3918):546-554.] T2

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
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 médicos en
Colombia usuarios del producto.
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access to innovation

En Colombia se realizo el siguiente estudio en el 2021 y actualmente se esta
complementando con informacidn actualizada a la fecha

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

Kepa Balparda®, Clandia Marcela Vanegas-Ramirez**, Tatiana Herrera-Chalarca***,
Laura Andrea Silva-Quintero****

*Department of Research and Sargery, Black Mammoth Surgical, Medellin, Colombia
**Department of Ophthalmology, Universidad Pontificia Bolivariana, Medellin, Colombia
***Department of Clinical Research, Black Mammoth Surgical, Medellin, Colombia
*++School of Medicine, Universidad CES, Medellin, Colombia

Correspoadence to: Kepa Balparda, MD, PhD,

Directar of Research and Surgery, Black Mammoth Surgical Medellin, Colombia,
Carrera 43 # 29 - 35, Office 712, Medellin, Colombia,

Phone: (#57) 3145 024 586, E-mail: kb@kepabalparda.com

I Accepted: May 16th, 2021

Abstract

| Objective: Refractive management in keratoconus is challenging. Although some kinds of phakic
intraocular lenses have been studied in keratoconus so far, no study evaluated the results of
EyeCryl Phaldc Toric intraocular lenses in this kind of patients.

I Materials and Methods: This is a retraspective chart review study, including all keratoconus
patients implanted with an EyeCryl Phakic Toric intraccular lens [n at Jeast one of their eyes by an
experienced cornea surgeon in Colombia. Follow-up to 6 months after surgery was also included.

| Results: A total of 20 eyes of 14 patients were included, with an average age of 293 £ 42 years,
Spherical equivalent improved from a pre-surgical value of ~10.31 D to +0.09 D at 6 months. 65%
of the patients improved at least one line in the best-corvected distance visual acuity. At 6 months,
| 70% of the patients were within 2 0.50 D of spherical equivalent emmetropia. No complications
ocourred in any of the patients.

Conclusion: EyeCryl Phakic intraocular Jenses are an excellent option in keratoconus patients with
| high refractive error,

Keywords: intraccular lens, keratoconus, refractive disorder, ophthalmalogy
Abbreviations: KC = Keratocanus, P-IOL = phakic intraocular lenses, ICL = Implantable Collamer
Lens, WTW = White to White, SD = standard deviation, ANOVA = an analysss of variance, UDVA =
monocular uncorvected distance visual acuity, COVA = corrected distance visual acuity

v 07 ramn -

theVisian Toric Implantable Collamer Lens: Results ofa2-Year
Prospective Comparative Study
Shestal Brar M5 Megha Gantam M5, Smith Snehal Sute, M5, Savio Persira, M5 and Sri Ganesh M5, IINB

Joumal of Refactve Smge v, 20213701 1:7- 15
Pu blis hed Online: Oc tober 13 , 2020 - hit ps »/dolorg/10 3828/10815973-20201013-04 - Cited by @

Abstract

PURP 05 E: To compare the 1- year visual and refractive outcomes with the Eyecryl Phakic Toric IOL (EP TIOL)
(Biotech Vision Care Pwit Lid) and Visian Torc ICL (TICL) (STAAR Surgical) for correction of high myopic astipmatism .

METH QDS : This prospective, inferventional. non-randomized compar ison study inchided eligible patients wha
nnderwent toric phakic IOL surgery in one or both eyes with either the EP TIOL or TICL for myopic astizmat is m Two
years postoperat ively, both lenses wers compared far their safety, efficacy. stab ility, and patient satisfaction Vector
amalyzis of astigma tism was performed using the Alpins method with the ASSORT sof t ware (ASS0RT Parry Lid).

RESULTS: A total of 50 eyes were included . of which 25 eyes recerved EP TIOL implantation and the remaining 25
received TICL impl antat ion. Preoperative mean = standard deviation of spherica | equiva lent (3E) and cylindsr was
-10.15=4 04 and -2.08 £ 0 86 diopters (M) in the EP TIOL group and -1021 =3.97and -2 17 =0 9 3 Din the TICL
Eroup . respectively . At 2 years of follow-up, there was no sign ficant differ ence berween the mean unco mected

distance visua 1 acuity, comected distance visual acuity, sphencal equivalent . and residua 1 as tigmatism between the
two groups | P> .03 for all parameters). Winety-two percent of eye: in the EP TIOL group and £8%: ofeyes in the TICL
£ roup were within =0 50 D} of refractive astizmanzm Vector analysis of as tigma tism showed a comparable Comection
Index of 0.98 in the EF TIOL group and 0.94 in the TICL group, signifying a mild undercerrection of 2% and 6% |
respectively. Two eyes in the TICL group underwent exchange for hizh vamlt and one eye reguired realipnment dus o
significant postoperative Totation.

CONCLUS IONS: At least for the first I years postoperative Iy, both toric phakic I0Ls were safe and effective in
managing high myopic astizmatism with comparab le visua 1res olis and patient satis faction.

Hospital MMilitar Cenmtral
Direcositmn: Transeerss]l 30 Mae, 49 - 0F, Bogobkd OoC., Colormibis
Conmutador: (571 601 3483 aEGE



FORMULARIO DE PREGUNTAS Y RESPUESTAS N°01 DE LAS OBSERVACIONES FORMULADAS AL ESTUDIO, DOCUMENTOS PREVIOS Y ANALISIS DEL SECTOR PARA ADELANTAR
PROCESO DE SELECCION DE MINIMA CUANTIA N° MC-218-2024-HOMIL, CUYO OBJETO ES “SUMINISTRO DE INSUMOS Y/O DISPOSITIVOS MEDICO-QUIRURGICOS (LENTES
INTRAOCULARES FAQUICOS) REQUERIDOS PARA LA REALIZACION DEL PROGRAMA QUIRURGICO DE OFTALMOLOGIA EN SALAS DE CIRUGIA DEL HOSPITAL MILITAR CENTRAL”.

access to innovation

A clinical trial on phakic intraocular lens for the treatment of refractive
amblyopia in children and adolescents

Arvind Kimar Morya, Kirandeep Kanr', Bharat Guenant, Siddharam S Jants’, Ankur Kumar Shrivastava®,
Antarvedi Tejaswini’, Aprajita Sinha', Dharavath Venkatesk®

Purpose: To analyae the & and clnical of posterior chamber phakic intraocular (10L)
Implantation for refractive amblyopla in dsildnen and sdolesamts. Methods: A prospective intesventional
study was performed on children and adolescents with ambiyopia at a tertiary eye care conter from January
2021 1o August 2022 Twenty-theee eyes of 21 anssomyopic and Somyopic amblyopia patients operated
for postenor chamber phakic I0L (Eyecryl phakic JOL) as a treatment for ambiyopia were included in the
study, Patient & aphics, pre- and postop visual acuity, cycloplegic refraction, anderior and
posteTior segment ex lar pressure, pach , contrast dothelial count,
and patient satisdaction scoses weee evaluated, Patients were folowed up .ud.n 1,6 wcuh 3 months, and
1 year after surgery, and visual and plic were dix d. Results: The mean age of
patients was 14.16 £ 3,49 years (range: 10-19 years). The mean intraocular lens power was - 1220 diopéer
spherical (DS) in 23 eyes and - 225 dioper cylindrical (DC) in four patients. The mean unaided distant visual
acuity (UDVA) and Best-cormected visual acuity (BCVA) were 139 2 0.25 and 0.80 £ 0.21 preoperatively on
the log of minimum angle of resolution JogMAR) dhart. Postoperatively, the visual acuity improved by 246
Lines i 3 months penod and tained till | year. ¥ BETY, contrast y in the amblyopic eyes
significantly smproved, and the avesage endothelial loss recorded was 5.78% at 1 year, which was statistically
nsagnificant. Patient satisfaction score was statistically significant, with 4.736/5 recorded oo the Likert scale
Condusion: Posterior chamber phakic JOL is a safe, effective, and allernative method for treating amblyopia

patients who are noncomnpliant with glasses, contact Jenses, and keratorefractive procedures.

Key words: Amblyopia, pla, Pic pic, phakic 10L
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The Outcomes of Posterior-Chamber Phakic Intraocular Leos
Implantation in Patients with High Myopia
Yitksek Mivopisi Olan Hastalarda Arka Kamara Fakik Goz 191 Lens
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ABST R ACT Obj akti’e: To cvalmic the owicomes of postorior-chom-
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omyopia . Tabard 2l 2 nd Meth ods: Scventy-six cyos of 36 patients wio
aorelicd in fc sady. Eighliom offem (37} wor males and 2 (53%)
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RESPUESTA OBSERVACION No.01

SE ACEPTA LA OBSERVACION Y SE EXCLUYE EL MATERIAL COLAMERO
PORCINO.

Elaboro:

CR (RA) DR. Luis Alberto Ruiz Robles
Comité Técnico Estructurador

Servicio De Oftalmologia
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