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(CIN - 1124230MH2004PTC145390)
1503, Universal Majestic, P. L. Lokhande Marg,
wnatkonar - manknurd Link Road. Govandi, Mumbai - 400 043, INDIA
+91 22 6266 9600 nfo@synergialifesciences.com

Al
October 8, 2019

Food and Drug Administration

Center for Food Safety and Applied Nutrition

Office of Food Additive Safety (HFS-200)

5100 Campus Drive

College Park, MD 20740 ¥

Subject: GRAS Notification for the intended use of Menaquinone-7 (MK-7) in oral nutritional
supplements

Dear Sir/Madam:

In accordance with 21 CFR part 170, subpart E, Synergia Life Sciences Pvt. Ltd.,
(Synergia), Mumbai, INDIA, hereby submits the enclosed notice of a claim that the food
ingredient Vitamin K2-7 (Menaquinone-7), derived from Bacillus licheniformis preparation for
use in Foods for Special Dietary Use (21 CFR 105.3) in oral nutritional supplements such as
PediaSure® for children (1 to 13 years of age) as described in the enclosed notification document
is exempt from the premarket approval requirement of the Federal Food, Drug, and Cosmetic Act
because it has been determined to be Generally Recognized As Safe (GRAS), based on scientific
procedures. ‘

As required, please find enclosed three copies of the notification. If you have any
questions or require additional information, please feel free to contact me by phone at +91 22
62669600 or by email at = ~ v~ ~==~-ma .com and ~--plashit@hotmail.com.

Sincerely,

Director

Enclosure: Three copies of GRAS notification

12, Jogani industrial Complex, V. N. Purav Marg, Chunabhatti (E), Mumbai - 400 022, INDIA
Gut No./S. No. 65, H. No. 2 Paiki, At Village - Gatesh Budruk, Talathi - Saja Kone,
Taluka - Wada, Dist. Palghar - 421 303. Maharashtra, India.
(All Correspondence at Corporate Office only)
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GRAS Notice (GRN) No. 887 amendments

From: Ashit Vora

To: Morissette, Rachel

Cc: info@viridisbiopharma.com; madhu soni
Subject: Re: question for GRN 000887

Date: Friday, February 21, 2020 12:27:03 AM
Attachments: Outlook-cid _image0.png
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MK-7 GRAS GRN 887- FDA Query responses.pdf
Ravishankar et al (2015).pdf

Dear Dr. Morissette,

Please find attached a pdf file providing a point-by-point response to the agency queries
related to our GRAS notification (GRN 000887) .

| hope the information and clarifications, along with some discussion in the response
addresses the FDA queries. If you have any questions or need additional explanation, please
let me know.

Thank you for the opportunity to provide this explanation.

Kind regards,

Ashit Vora

Director

Synergia Life Sciences Pvt. Ltd.
M: +91 9821037453

From: Ashit Vora <anmolashit@hotmail.com>

Sent: Tuesday, February 11, 2020 10:42 PM

To: Morissette, Rachel <Rachel.Morissette@fda.hhs.gov>

Cc: info@viridisbiopharma.com <info@viridisbiopharma.com>; madhu soni <sonim@bellsouth.net>
Subject: Re: question for GRN 000887

Dear Dr. Morissette,

Thank you for the email and the list of questions/issues that need to be addressed with regard
to our GRAS notification (GRN 000887).

| will be reviewing and discussing the same with my group and we will revert to you in time



with our response.

Thanking you. Kind regards,

Ashit Vora

Director

Synergia Life Sciences Pvt. Ltd.
M: +919821037453

From: Morissette, Rachel <Rachel.Morissette@fda.hhs.gov>
Sent: Tuesday, February 11, 2020 12:48 AM

To: anmolashit@hotmail.com <anmolashit@hotmail.com>
Cc: info@viridisbiopharma.com <info@viridisbiopharma.com>
Subject: question for GRN 000887

Dear Mr. Vora,

Please see attached issues to be addressed for GRN 000887. Please let me know if you have
guestions at this time.

Sincerely,

Rachel Morissette, Ph.D.
Regulatory Review Scientist

Division of Food Ingredients

Office of Food Additive Safety

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

rachel.morissette@fda.hhs.gov

@Aon- B



Dear Dr. Morissette,
RE: Menaquinone-7 GRAS Notice (GRN 887)

This responds to your email of February 10, 2020 regarding information and
clarifications required for our Menaquinone-7 GRAS Notice (GRN 000887). We are providing a
point-by-point response to your queries along with some relevant discussion.

FDA- General Comments: During the pre-submission meeting held with Synergia on July 19,
2018, FDA raised concerns with labeling of menaquinone-7 (Vitamin K2) on the Nutrition Facts
Label (meeting memorandum sent to Dr. Madhu Soni from Mr. Richard Bonnette on September
4, 2018). As discussed in the “Food Labeling: Revision of the Nutrition and Supplement Facts
Labels” Final Rule (81 FR 33742), menaquinones are not included in the definition of Vitamin K
and are not declared in the Nutrition Facts Label as Vitamin K. Labeling is under the purview of
the Office of Nutrition and Food Labeling (ONFL) in the Center for Food Safety and Applied
Nutrition. We did not consult with ONFL on this issue or evaluate any information in terms of
labeling claims. Questions related to food labeling should be directed to ONFL.

Response: We agree and will seek input from ONFL on labeling and follow ONFL guidance.

A. Regulatory:
FDA Query 1: In Part 4. of the notice “Self-Limiting Levels of Use”, Synergia states the following:

“Excessive amounts of Menaquinone-7 (MK-7) are unlikely to be added to food products for
economic reasons.”

Per the GRAS Final rule (21 CFR 170.240), economic reasons are not considered valid self-
limiting levels of use. Self-limiting levels of use typically refer to technological or palatability
limitations. Please restate whether Synergia’s intended use of menaquinone-7 has any self-
limiting levels of use per 21 CFR 170.240.

Response: Thank you for bringing to our attention the 21 CFR 170.240. Sorry for our oversight.
No known self-limiting levels of use are associated with the intended use of menaquinone-7.
Please note that Synergia Life Sciences does not intend to add MK-7 at any level beyond what is
listed in the GRAS document.

FDA Query 2: On page 4 of the notice, Synergia states the following:

“It should be noted that the proposed use of Menaquinone-7 (MK-7) is used along with vitamin
K1 (phylloquinone) in Foods for Special Dietary Use (21 CFR 105.3) in oral nutritional
supplements such as PediaSure® for children (1 to 13 years of age).”

21 CFR 105.3 defines children as “more than 12 months but less than 12 years old” and adults
as “12 years or more old.” Please clarify this discrepancy in the intended population for your



ingredient. Please provide an updated dietary exposure estimate, if appropriate, and a
discussion to account for this discrepancy in the intended use.

Please note that due to potential concerns surrounding the effects of menaquinone7 on anti-
coagulation therapy, which was discussed during the July 19, 2018 pre-submission meeting, the
intended use is restricted to children only. Therefore, it is important to clarify the age range of
the population that will be consuming Synergia’s menaquinone-7 product in this GRAS notice.

Response: The intended population for Menaquinone-7 (MK-7) will be children and adolescent
(1-13 years of age) instead of 1-12 years of age as defined by 21 CFR 105.3 due to the following
reason.

PediaSure oral nutrition supplements were originally designed based on The National Academies
of Sciences (NAS) National Research Council’s (NRC) Recommended Dietary Allowances
(RDAs) when the product launched over 30 years ago. Now recognized as Dietary Reference
Intakes (DRIs), DRIs are established by life-stage, gender, and age. Per the NAS’s original and
current DRI tables, children’s age groups are defined as 1-3 and 4-8 years of age. The next age
range defined by NAS is 9-13 years of age. PediaSure designed its original product with these
DRIs in mind. Therefore, the targeted consumer age range for the product was, and remains, 1-
13 years of age to align with these dietary recommendations. Therefore, due to the recommended
use of this product, aligned with established dietary recommendations, we believe the
appropriate exposure assessment was completed.

Additionally, modifying the exposure assessment from 1-13 to 1-12 is unlikely to impact the
conclusions from the exposure assessment for several reasons. Firstly, the exposure assessment
was separated into four different age groups (12-23 mo, 2-3 yr, 4-8 yr, and 9-13 yr), and only one
of these age groups would be affected: the 9-13 would be changed to 9-12. Thus, the output of
the exposure assessment of the other three age groups (12-23 mo, 2-3 yr, and 4-8 yr) would not
be affected.

Secondly, due to the unique consumption pattern of this product, the consumption rates for
PediaSure would not be impacted by this change in age range (from 9-13 to 9-12). As described
in the petition, a 90" percentile exposure to MK-7 via PediaSure was estimated to be from 6
servings of PediaSure per day (total of 24 mcg of K2/day), based on the assumed situations
where PediaSure would be consumed as the sole source of nutrition. For our estimates, we used
an estimate of a 13-year old consuming 1440 calories/day based on the basal metabolic rate for
13-year-old boys (WHO Technical Report 724: Energy and Protein Requirements, 1985), with
PediaSure supplying 240 calories per serving. If caloric intake were adjusted to the 12-year-old
basal metabolic rate of approximately 1325 calories/day, it would correlate to 5.5 servings per
day of PediaSure. Therefore, since our initial assumptions (6 servings/day, 24 mcg MK-7/day)
for consumption by a 12-year old would actually overestimate this 90" percentile consumption
by approximately 2 mcg of MK-7/day, our original exposure calculations are overestimating
MK-7 intake and therefore providing an additional safety margin.

The change in age range from 9-13 to 9-12 is also not likely to impact the relative contribution of
MK-7 to the total daily Vitamin K2 intake. As described in Table 9 of the GRAS Notification,
MK-7 contribution from PediaSure was a minor contribution in the context of mean and 90"
percentile background K2 consumption (~17% and ~9%, respectively). Importantly, this was



very consistent between individuals in the 4-8 years old range in comparison with the 9-13 years
old range, suggesting that the relative contribution of Vitamin K2 from PediaSure would not be
significantly impacted by age.

The body weights of the different age groups were not used in the calculations of exposure.
Therefore, the change in the age range would also not affect any of the conclusions from the
assessment in this way. Unfortunately, Tables 7 and 8 include errors in the units for the last two
columns on the right. In both tables, all columns should have the unit “mcg/day”, as opposed to
the “mcg/kg” that is currently in the final two columns. This typographical error may cause some
confusion, as this data is displayed only as absolute intake data that has not been corrected for
body weight.

To summarize, we are confident that the exposure assessment that was conducted covering 1-13
years of age is aligned with how PediaSure products are recommended for use, based on
correlation to the dietary recommendations by the National Academies of Science that reference
this age range. Regardless, the exposure assessment conducted for 9-13 years old would
overestimate exposure to MK-7 in comparison with 9-12 years old. Therefore, the current
exposure assessment provides an additional safety margin due to the over estimation of MK-7
consumption and would not impact the overall conclusion of safety.

B. Microbiology:

FDA Query 3: Synergia states that menaquinone-7 is produced by a strain of Bacillus
licheniformis (the production strain); however, it does not identify the strain’s name. Please
provide the name of the production strain.

Response: Bacillus lichenformis RD-002. We are sorry for the oversight for this and other strain
related information.

FDA Query 4: Please state if the production strain is genetically engineered.

Response: The production strain, Bacillus licheniformis, used in the manufacturing of
menaquinone-7, is not genetically engineered.

FDA Query 5: Please state whether the production strain has been deposited in a recognized
culture collection and provide the deposit designation. If the strain is not deposited, please
describe how the source was verified and identified.

Response: The production strain is deposited in an internationally recognized depository
DSMZ, Germany; Depository number is DSM 24722.

FDA Query 6: Please describe how the purity of the production strain is ensured.

Response: The Production Strain is maintained in a Master Cell Bank at -80°C glycerol vials.
Working vials are prepared from the Master Cell Bank and issued for production after checking
for:



1. Purity- By microscopy and plating out on designated medium to look for any
contaminants.

2. Potency- Production Shake flasks are checked at both seed and activity for purity at the
end of the growth cycle.

The Working Cell Vial Bank is then cleared to issue to production.

FDA Query 7: Please discuss the antibiotic resistance profile of the production strain.
Response: It is important to note that the production strain does not contain any plasmids.

Antibiotic testing of the production strain has been carried out using Antibiotic disks as per
NCCLS method. Zone of inhibition measurement was carried out and sensitivity/resistance was
determined. Results are as depicted in the table below. Since the preparation does not contain
traces of the producing strain, transmission of antibiotic resistance is not possible. Further, as
part of the production process, the broth at the end of fermentation is heat sterilized. Finally,
during purification, the purified Vitamin K2-7 Oil is filtered through a 0.2 micron filter to
remove all microbial flora. Hence, there is no possibility of any potential antibiotic resistance
being transferred. It is important to note that the production strain does not contain any plasmids.

Antibiotic Concentration | Susceptibility
(mcg)
Ampicillin 20 R
Co-trimoxazole 25 S
Cefotaxime 30 S
Piperacillin 100 I
Chloramphenicol 30 R
Ciprofloxacin 5 I
Ceftizoxime 30 R
Tetracycline 30 R
Ofloxacin 5 R
Gentamycin 10 S
Amikacin 30 S
Gatofloxacin 10 S
Cephalexin 30 S
levofloxacin 5 S
Linezolid 30 S
Cloxacillin 1 R
Roxythromycin 15 R
Lincomycin 2 R
Key: R -—Resistant; S — Sensitive; | — Intermediate




FDA Query 8: Please state if any residual cells from the production strain are present in the final
product.

Response: As stated previously, the product does not contain the production strain. This is
ensured by passing the Vitamin K2-7 oil through a 0.2 micron Nylon filter before further
processing to remove all microbial flora.

FDA Query 9: On page 8 of the notice, Synergia lists the method used for all microbiological
assays as “USP 40”. Please clarify what “USP 40” refers to. If it is a specific chapter of the United
States Pharmacopeia, please provide the complete citation.

Response: All Microbiological Pathogens are tested as per United States Pharmacopeia version
40 (USP 40-NF35). Appendix number followed is Dietary Supplements/Microbiological
Procedures <2022>. For Total Plate Count and Total Yeast and Molds Count, appendix humber
followed is Dietary Supplements/Microbiological Procedures <2021>.

FDA Query 10: Cronobacter sakazakii has been isolated from foods intended for very young
children. Synergia lists the intended use of menaquinone-7 as an ingredient in foods targeted
towards children 1-13 years of age. We note the following publication:

Chap, J., et al. (2009). International survey of Cronobacter sakazakii and other Cronobacter spp.
in follow up formulas and infant foods. International Journal of Food Microbiology, 136, 185-
188.

Given that the intended use includes very young children, does Synergia plan to control for the
presence of C. sakazakii? If not, please provide a discussion why this is not necessary.

Response: Cronobacter sakazakii is a member of the Enterobacteriaceae group. We check each
batch of Finished Goods for absence of Gram Negative Bile Tolerant Bacteria
(Enterobacteriaceae) by enriching the sample in EE Mossels Broth. Any growth, if observed, is
streaked on VRBG Agar. Absence of growth on VRBG Agar plate indicates absence of
Enterobacteriaceae group organisms. Since Cronobacter sakazakii is a part of
Enterobacteriaceae, the procedure recommended for identification is the same. While our
specifications test for absence of Enterobacteriaceae in 10 g we will increase the test limit to
absence in 100 g for this application of Menaquinone-7 (Vitamin K2-7) in nutritional
supplements in children. We will specifically include and mention Cronobacter sakazakii.

C. Toxicology:

FDA Query 11: In the notice, please define “unOC” on page 29; Dp-ucMGP on page 30; and
dpcMGP and t-ucMGP on page 31. Please be consistent when using abbreviations (e.g. dp-
UcMGP on pages 28 and 29) and spell them out or explain them the first time they are used in
the document.

Response: Thank you for bringing this to our attention. Sorry for the lack of details of the
abbreviation used. The abbreviations details are as follows:



unOC = undercarboxylated osteocalcin (page 29)
dp-ucMGP = desphospho-uncarboxylated matrix Gla-protein (page 30)
t-ucMGP = total uncarboxylated MGP (page 31)

Please note that by mistake we included the abbreviation dpcMPG for dp-ucMGP. On page 31,
dpcMPG should be dp-ucMGP. Sorry for the oversight.

FDA Query 12: On page 37, Synergia mentions “doses below RDA” and “doses around RDA”
but does not mention the recommended RDA levels for menaquinone-7 or the regulatory
body/organization that determined them. Please explain.

Response: We agree that additional details of the doses and its relation to RDA are needed. As
described in the GRAS dossier, Theuwissen et al. (2012) conducted this study. The low-dose
supplementation (doses below RDA, Commission Directive 2008/100/EC), and high-dose
supplementation (doses around RDA, Commission Directive 2008/100/EC) come from this
study. In this study, the RDA of Vitamin K is considered as 75 pug, based on Commission
Directive 2008/100/EC; Commission of the European Communities, 2008. The doses used in the
study were 10, 20, 45, 90, 180 or 360 pug menaquinone-7/day. The doses below RDA were 10,
20, 45 ng/day, while doses higher than RDA were 90, 180 and 360 pg/day. These high doses
were considered as doses around the RDA (high-dose MK-7). These considerations were based
on Commission Directive 2008/100/EC for Vitamin K RDA.

FDA Query 13: On pages 38, 41, and 42 of the notice, Synergia describes acute oral toxicity &
genotoxicity studies by Ravishankar et al. 2014 but did not provide the reference. In the
genotoxicity study, Synergia reports that menaquinone-7 did not prevent the toxicity of
cyclophosphamide in experimental animals. Please provide the missing reference and discuss
the cyclophosphamide-induced toxicity.

Response: We are sorry for the oversight. The complete reference is as follows:

Ravishankar, B., Dound, Y.A., Mehta, D.S., Ashok, B.K., de Souza, A., Pan, M-H., Ho C-T.,
Badmaev, V., Vaidya, A.D.B., 2015. Safety assessment of menaquinone-7 for use in human
nutrition. Journal of Food and Drug Analysis 23:99-108.

Please note that various studies undertaken have been collated in the paper published by
Ravishankar et al. (2015) as referenced above. The complete publication is attached. The paper
was accepted for publication in 2014 and, hence, mistakenly 2014 and 2015 have been
interchangeably used.

The cyclophosphamide induced genotoxicity study was not included in the published study, but
the data is on file. We apologize for the oversight and confusion. The study was conducted at the
Department of Pharmacology and Toxicology Bombay Veterinary College, Mumbai, India.

The study was conducted on 40 rats. The animals were divided into four groups as A, B, G, and
H containing 10 animals in each group. Out of the total groups, group G and H were maintained
as a normal control. The control group G was used for assessment of genotoxicity through MNT
(Micronucleus Test) whereas; Group H was used for comparative assessment of genotoxicity
through Bone marrow Chromosomal Aberration (CA) Test. The remaining two groups received
the test compound Menaquionine-7 at 100 pg/kg bw/day for 15 consecutive days. The



administration was carried out at the same time every day for 15 days. On the 16th day all the
groups received cyclophosphamide at 40 mg/kg bw intraperitoneally. On the 17th day of the
study, blood was collected from all the groups for genotoxicity assessment through comet assay.
Colchicine (4 mg/kg bw) was administered to group B and H after blood collection and
thereafter at 2 hour the animals were euthanized by cervical dislocation. After noting gross
pathological changes, the femurs were collected for chromosomal aberration and micronucleus
test.

The results of the study indicated that treatment with Menaquionine-7 at 100 pg/kg bw did not
induce any clinical signs of toxicity in rats. There was no significant difference in all the
parameters, when the treatment groups were compared with the control group at all intervals
observed. Hence, it was also concluded that Menaquionine-7 did not prevent the
cyclophosphamide induced toxicity in the experimental animals.

FDA Query 14: Please provide the reference for the randomized, open-label trial conducted
with osteoporotic subjects described on page 45 of the notice.

Response: Sorry for the oversight. The reference for this study is Shiraki et al. (2000) and the
details this reference is as follows:

Shiraki M, Shiraki Y, Aoki C, Miura M., 2000. Vitamin K2 (menatetrenone) effectively prevents
fractures and sustains lumbar bone mineral density in osteoporosis. J Bone Miner Res.
15(3):515-521.

FDA Query 15: Please define the abbreviation “DXA-BMD” on page 45 of the notice.
Response: DXA-BMD = Dual-energy X-ray Absorptiometry-Bone Mineral Density

We trust that the above information and clarifications is satisfactory. If you have any questions
or need additional explanation, please let me know.

Thank you for the opportunity to provide this explanation.

Sincerely,

Ashit Vora

Director

Synergia Life Sciences Pvt. Ltd.

Ten pages have been removed in accordance with copyright laws. The removed reference citation is:
Ravishankar B, Dound YA, Mehta DS, Ashok BK, de Souza A, Pan MH, Ho CT, Badmaev V, Vaidya ADB.
Safety assessment of menaquinone-7 for use in human nutrition. J Food Drug Anal. 2015 Mar,;23(1):99-108.
doi: 10.1016/j.jfda.2014.03.001. Epub 2014 May 6. PMID: 28911451, PMCID.: PMC9351757.



From: Ashit Vora

To: Morissette, Rachel

Cc: madhu soni; info@viridisbiopharma.com
Subject: Re: additional question for GRN 000887
Date: Sunday, March 22, 2020 3:20:42 AM
Attachments: image001.png

Dear Dr. Morissette,

Thank you for your email.

We agree with the request and confirm to maintain the original sample size of 10 g as
described in GRN 000887.

Kind regards,

Ashit Vora

Director

Synergia Life Sciences Pvt. Ltd.
M: +91 9821037453

From: Morissette, Rachel <Rachel.Morissette@fda.hhs.gov>

Sent: Friday, March 20, 2020 9:03 PM

To: Ashit Vora <anmolashit@hotmail.com>

Cc: madhu soni <sonim@bellsouth.net>; info@viridisbiopharma.com <info@viridisbiopharma.com>
Subject: additional question for GRN 000887

Dear Mr. Vora,

In the February 21, 2020 amendment to your GRAS notice, you explain that you intend to increase
the sample size for the detection of the Gram negative bile-tolerant bacteria (including the
Enterobacteriaceae family) from 10 g to 100 g. As you mention, the Enterobacteriaceae family
includes Cronobacter sakazakii. We note that you do not provide a rationale for this change. The
validated methods you cite (USP 40-NF35; <2021> and <2022>) in the amendment to the notice are
performed in 10 g samples. Therefore, we advise that you maintain the original sample size of 10 g
as described in GRN 000887. Please indicate if you agree with this request.

Sincerely,

Rachel

Rachel Morissette, Ph.D.
Regulatory Review Scientist



Division of Food Ingredients

Office of Food Additive Safety

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

rachel.morissette@fda.hhs.gov



From: Ashit Vora

To: Morissette, Rachel

Cc: madhu soni; info@viridisbiopharma.com

Subject: Re: question regarding heavy metal specifications - GRN 000887
Date: Friday, March 27, 2020 10:22:55 AM

Attachments: image001.png

TUV_Test Report for Heavy metals.pdf

Dear Dr. Morissette,
Thank you for your email.

Sorry we missed providing you the report for the Heavy metals (Cd and Hg) earlier. Please find
attached Test report from external Lab (TUV) for heavy metal analysis (which includes
Cadmium and Mercury). These are of three non-consecutive batches as requested.

Please let us know if you need any further clarification.
Thanking you and Kind regards,

Ashit Vora

Director

Synergia Life Sciences Pvt. Ltd.
M: +91 9821037453

From: Morissette, Rachel <Rachel.Morissette@fda.hhs.gov>

Sent: Thursday, March 26, 2020 8:47 PM

To: anmolashit@hotmail.com <anmolashit@hotmail.com>

Cc: madhu soni <sonim@bellsouth.net>; info@viridisbiopharma.com <info@viridisbiopharma.com>
Subject: question regarding heavy metal specifications - GRN 000887

Dear Mr. Vora,

We note that Synergia provided specifications for cadmium and mercury in Table 2 of the notice;
however, we did not see batch analyses provided for those heavy metals. Do you have at least three
non-consecutive batch analyses available for cadmium and mercury? If so, please provide those as
soon as possible.

Thank you for your attention to this matter.

Best regards,

Rachel



Rachel Morissette, Ph.D.
Regulatory Review Scientist

Division of Food Ingredients

Office of Food Additive Safety

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

rachel.morissette@fda.hhs.gov



TEST REPORT

Report No : TUV(1)/13007/19-20/0121903567

Date : 25 Dec 2019

Name &

Reg No.
CA No.

Address of Customer

. Synergia Life Sciences Pvt. Lid.

Gut No. Survey No. 65, Hissa No.2, Paiki, At Village
Gatesh Badruk, Talathi,Saja Kone, Taluka- Wada,

Thane
Pin Code: 421303

13007/19-20

: 0121903567

Date of sample receipt

Date(s) of analysis

19 Dec 2019

. 20 Dec 2019 - 25 Dec 2019

Tuv...

TUV NORD GROUP

TUV INDIA PRIVATE LIMITED
TUV India House,

Survey No. 42, 3/1 & 3/2,

Sus, Tal. Mulshi,

Dist. Pune - 411 021

CIN U74140MH1989PTC052930
Tel. :020-6790 0000 / 01
Toll Free : 1800-209-0802

Email : pune@tuv-nord.com
Website : www.tuv-nord.com/in

Sample Drawn by . Customer
SINo Test Name Results Unit LOD Test Method
Sample Name : Menaquin Gold CA No : 0121903567
Batch No : WM/MQG/15000SF/1920
Discipline : Chemical Product Category : Nutraceuticals & Functional
Foods
Heavy Metals
1 Cadmium ND mg/kg 0.1 TUV/03/SOP/004 Based on
AOAC 2015.01, 21 st Edition
2 Lead ND mg/kg 0.1 TUV/03/SOP/004 Based on
AOAC 2015.01, 21 st Edition
3 Mercury ND mg/kg 0.025 TUV/03/SOP/004 Based on
AOQAC 2015.01, 21 st Edition
4 Arsenic ND mg/kg 0.1 TUV/03/SOP/004 Based on
AOAC 2015.01, 21 st Edition

ND — Not Detected.
LOD-Limit of Detection
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TEST REPORT

V...

TUV NORD GROUP

TUV INDIA PRIVATE LIMITED
TUV India House,

Survey No. 42, 3/1 & 3/2,

Sus, Tal. Mulshi,

Dist. Pune - 411 021

CIN U74140MH1989PTC052930
Tel. . 020-6730 0000 / 01
Toll Free : 1800-209-0902

Report No : TUV(1)/15359/18-19/0011903524 Email  : pune@tuv-nord.com
Date : 21 Feb 2019 Website : www.tuv-nord.com/in
Name & Address of Customer Synergia Life Sciences Pvt. Ltd.
Gut No. Survey No. 65, Hissa No.2, Paiki, At Village
Gatesh Badruk, Talathi,Saja Kone, Taluka- Wada,
Thane
Pin Code: 421303
Reg No. 15359/18-19
CA No. 0011903524
Date of sample receipt . 21Jan 2018
Date(s) of analysis 22 Jan 2019 - 21 Feb 2019
Sample Drawn by Customer
SINo Test Name Results Unit LOD Test Method
Sample Name : Menaquin Gold CA No : 0011903524
Batch No: WM/MQG/15000SF/1901
Heavy Metals
1 | Copper ND mg/kg 0.25 TUVI03/SOP/004 Based on
AOAC 984.27 & 999.10, 20th
Edition
2 | Cadmium ND mg/kg 0.1 TUV/03/SOR/004 Based on
AOAC 2015.01, 20th Edition
3 | Chromium V| ND mglkg 0.1 TUV/03/SOP/004,Based on
AOAC 984.27 & 999.10,20th
Edition
4 | Mercury ND mg/kg 0.025 TUV/03/SOP/004 Based on
AQAC 2015.01, 20th Edition
5 | Methyl Mercury ND mag/kg 0.1 TUVI03/SOP/048
6 | Nickel ND mg/kg 0.25 TUWV/03/SOP/004 Based on
AOAC 984.27 &999.10 20 th
edition
7 | Tin ND mg/kg 0.25 TUW/03/SOP/004 Based on
AOAC 984.27 & 999.10, 20th
Edition
8 | zinc 1.49 ma/kg TUV/03/SOP/004 Based on
AOQAC 984.27 & 999.10, 20th
Edition
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Report No ; TUV(1)/8234/19-20/0051901870

Date : 23 Sep 2019

Name & Address of Customer

Reg No.
CA No.
Date of sampl= receipt

Date(s) of analysis

. Synergia Life Sciences Pvt. Ltd.

Gut No. Survey No. 65, Hissa No.2, Paiki, At Village
Gatesh Badruk, Talathi,Saja Kone, Taluka- Wada,

Thane
Pin Code: 421303

8234/19-20

0091901870

13 Sep 2019

17 Sep 2019 - 23 Sep 2019

V...

TUV NORD GROUP

TUV INDIA PRIVATE LIMITED
TUV India House,
Survey No. 42, 3/1 & 3/2,
Sus, Tal. Mulshi,

Dist. Pune - 411 021

CIN U74140MH1989PTC052930

Tel. : 020-6790 0000 / 01
Toll Free : 1800-209-0902
Email  : pune@tuv-nord.com
Website : www.tuv-nord.comfin

Sample Drawn by Customer
SiNo Test Name Results Unit LOD Test Method
Sample Name : Menaquin Gold CA No : 0091901870
Batch No : WM/MQG/15000SF/1916
Discipline : Chemical Product Category : Nutraceuticals & Functional
Foods
Heavy Metals
1 | Copper ND mg/kg 0.25 TUV/Q3/SOP/004 Based on
AQAC 984.27 & 999.10, 21 st
Edilion
2 | Cadmium ND mg/kg 0.1 TUV/03/SOP/004 Based on
AQAC 2015.01, 21 st Edition
3 | Chromium VI ND mg/kg 0.1 TUV/03/SOP/004,Based on
AOAC 984.27 & 899.10,21st
Edition
4 | Mercury ND malkg 0.025 TUV/03/SOP/G04 Based on
AOAC 2015.01, 21 st Edition
5 | Melhvl Mercury(Calculated as the element) ND mgikg 0.1 TUV/03/SOP/048
6 | Nicke! ND mg/kg 0.25 TUVI03/SOP/004 Based on
AOAC 984 27 899810 21 si
edition
7 | Tin ND mglkg 0.25 TUV/03/SOPr004 Based on
AOAC 98427 & 999.10 21 st
Edition
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From: Morissette, Rachel

To: Ashit Vora; madhu soni

Cc: info@viridisbiopharma.com

Subject: RE: response requested for question for GRN 000887
Date: Thursday, April 2, 2020 9:12:00 AM

Attachments: image001.png

Thank you.

Best regards,

Rachel

Rachel Morissette, Ph.D.
Regulatory Review Scientist

Division of Food Ingredients

Office of Food Additive Safety

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

rachel.morissette@fda.hhs.gov

@aon- B

From: Ashit Vora <anmolashit@hotmail.com>

Sent: Wednesday, April 1, 2020 12:31 PM

To: Morissette, Rachel <Rachel.Morissette@fda.hhs.gov>; madhu soni <sonim@bellsouth.net>
Cc: info@viridishiopharma.com

Subject: Re: response requested for question for GRN 000887

Dear Dr. Morissette,

Thank you for your below email. We would like to comment on your below questions as
follows:

Can you please clarify and provide examples of what other foods or beverages are intended
here beyond PediaSure and what foods or beverages are meant by “foods for special dietary
uses’?

The GRAS isintended to cover only foods/beverages such as PediaSure that are Oral
Nutritional Supplement products, which is considered afood for specia dietary uses as



defined by 21 CFR 105.3(a)(ii) targeted to children (non-infants; ages 1-13 years).

Isthe intended usereally just for PediaSure or another similar type beverage products?

We can confirm that thisisreally just for PediaSure and/or similar type beverage products.

| hope this clarifies.

Thanking you. Kind Regards,

Ashit

Ashit Vora

Director

Synergia Life Sciences Pvt. Ltd.
M: +91 9821037453

From: Morissette, Rachel <Rachel.Morissette@fda.hhs.gov>
Sent: Tuesday, March 31, 2020 6:13 PM
To: Ashit Vora <anmolashit@hotmail.com>; madhu soni <sonim@bellsouth.net>

Cc: info@viridisbiopharma.com <info@viridisbiopharma.com>
Subject: response requested for question for GRN 000887

Dear Mr. Vora,
In Synergia’s notice for MK-7, the intended use is described as follows:

“asafood ingredient and as anutrient [21 CFR 8§ 170.3( 0 )(20)] 1in an ora nutritional supplement
product or foods for special dietary uses (such as PediaSure®) that will be targeted to children (non-
infants; ages 1-13 years).

Can you please clarify and provide examples of what other foods or beverages are intended here
beyond PediaSure and what foods or beverages are meant by “foods for special dietary uses”? Is the
intended use really just for PediaSure or another similar type beverage products?



Thank you for your attention to this matter.

Best regards,

Rachel

Rachel Morissette, Ph.D.
Regulatory Review Scientist

Division of Food Ingredients

Office of Food Additive Safety

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

rachel.morissette@fda.hhs.gov



From: Ashit Vora

To: Morissette, Rachel

Cc: madhu soni; info@viridisbiopharma.com

Subject: Re: additional questions for GRN 000887 to be addressed
Date: Friday, May 29, 2020 2:45:25 PM

Attachments: image001.png

EDA Query 2 Response final GRN 887-MK-7.pdf

Dear Dr. Morissette,

Please find attached our responses to the additional questions raised by your toxicologist for
our GRN 000887.

The same was being reviewed by Dr. Leon Schrugers, one our expert panelists, who assisted us
in preparing this response. Hence, we apologize for the slight delay.

If you need any further clarification or additional questions please let me know.

We thank you for this opportunity. Kind regards,

Ashit

Ashit Vora

Director

Synergia Life Sciences Pvt. Ltd.
M: +91 9821037453

From: Morissette, Rachel <Rachel.Morissette@fda.hhs.gov>

Sent: Tuesday, May 26, 2020 11:40 PM

To: Ashit Vora <anmolashit@hotmail.com>

Cc: madhu soni <sonim@bellsouth.net>; info@viridisbiopharma.com <info@viridisbiopharma.com>
Subject: RE: additional questions for GRN 000887 to be addressed

Thank you for that information.

Regards,

Rachel

Rachel Morissette, Ph.D.
Regulatory Review Scientist

Division of Food Ingredients
Office of Food Additive Safety
Center for Food Safety and Applied Nutrition



U.S. Food and Drug Administration
rachel.morissette@fda.hhs.gov

Aon- B

From: Ashit Vora <anmolashit@hotmail.com>

Sent: Tuesday, May 26, 2020 2:09 PM

To: Morissette, Rachel <Rachel.Morissette@fda.hhs.gov>

Cc: madhu soni <sonim@bellsouth.net>; info@viridisbiopharma.com
Subject: Re: additional questions for GRN 000887 to be addressed

Dear Dr. Morissette,
Thank you for your below email and follow-up.

We are seeking inputs from one of our expert panelists, Dr. Leon Schurgers, as he is one of the
top researchersin the area of MK-7 and anticoagulation. Dr. Schrugersis reviewing and we
will revert to you with our comments/response in afew days.

Thanking you and Kind regards,
Ashit

Ashit Vora

Director

Synergia Life Sciences Pvt. Ltd.
M: +91 9821037453

From: Morissette, Rachel <Rachel.Morissette @fda.hhs.gov>

Sent: Tuesday, May 26, 2020 6:10 PM

To: Ashit Vora <anmolashit@hotmail.com>

Cc: madhu soni <sonim@bellsouth.net>; info@viridisbiopharma.com <info@viridisbiopharma.com>
Subject: RE: additional questions for GRN 000887 to be addressed

Dear Mr. Vora,

| just wanted to check on the status of the response to our additional questions and when you might
be able to send those back. Thank you for your attention to this matter.

Best regards,

Rachel

Rachel Morissette, Ph.D.



Regulatory Review Scientist

Division of Food Ingredients

Office of Food Additive Safety

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

rachel.morissette@fda.hhs.gov

@Aon - B

From: Ashit Vora <anmolashit@hotmail.com>

Sent: Friday, May 15, 2020 1:36 PM

To: Morissette, Rachel <Rachel.Morissette@fda.hhs.gov>

Cc: madhu soni <sonim@bellsouth.net>; info@viridisbiopharma.com
Subject: Re: additional questions for GRN 000887 to be addressed

Dear Dr. Morissette,

We acknowledge receipt of your below email. We will review and revert with our
comments/response to your additional questions at the soonest.

Thanking you and Kind regards,
Ashit

Ashit Vora

Director

Synergia Life Sciences Pvt. Ltd.
M: +91 9821037453

From: Morissette, Rachel <Rachel.Morissette @fda.hhs.gov>

Sent: Friday, May 15, 2020 9:06 PM

To: Ashit Vora <anmolashit@hotmail.com>

Cc: madhu soni <sonim@bellsouth.net>; info@viridisbiopharma.com <info@viridisbiopharma.com>
Subject: additional questions for GRN 000887 to be addressed

Dear Mr. Vora,

Our toxicologist has a few additional questions to be addressed for GRN 000887. Please send your
response as soon as possible.

1. In the notice, Synergia states that the intended use of menaquinone-7 (MK-7) will result in a



9ot percentile estimated daily intake of 12 pg/person (p)/day (d), and this number is used in
the safety assessment to compare with the no observed adverse effect levels to derive the
margin of safety. However, Synergia also states that under the maximum use scenario, the

9oth percentile estimated daily intake for MK-7 is 44 ug/p/d in males aged 9-13 years. Please
explain why such exposure is not a safety concern in children undergoing anticoagulation
therapy.

2. Synergia’s intended use is for specific nutritional beverage products, such as PediaSure, which
already contain Vitamin K1 in the formulation. Please confirm that additional exposure to MK-
7 from the intended use does not result in an increased health risk for the consumers who are
also undergoing anticoagulation therapy.

3. Citing several clinical studies, Synergia states that MK-7 at use levels of 50 pg/p/d or less are
not likely to affect the international normalized ratio in a clinically relevant way. We note that
these studies were conducted in adult populations. Is there any scientific evidence, such as

pharmacokinetics, suggesting that such a threshold would be different in children?

Best regards,

CRachel

Rachel Morissette, Ph.D.
Regulatory Review Scientist

Division of Food Ingredients

Office of Food Additive Safety

Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

rachel.morissette@fda.hhs.gov

@Aon - B



Dear Dr. Morissette,
RE: Menaquinone-7 GRAS Notice (GRN 887)

This responds to your email of May 15, 2020 regarding additional questions from your
toxicologists for our Menaquinone-7 GRAS Notice (GRN 000887). We are providing a point-
by-point response to your queries along with some relevant discussion.

FDA Query 1: In the notice, Synergia states that the intended use of menaquinone-7 (MK-7)
will result in a 90t percentile estimated daily intake of 12 ug/person (p)/day (d), and this
number is used in the safety assessment to compare with the no observed adverse effect
levels to derive the margin of safety. However, Synergia also states that under the maximum
use scenario, the 90%" percentile estimated daily intake for MK-7 is 44 ug/p/d in males aged
9-13 years. Please explain why such exposure is not a safety concern in children undergoing
anticoagulation therapy.

Response-1:

This notice includes several estimates of consumption based on the unique patterns of
consumption of this product. Section 3.5 of the GRAS notice (GRN 887) provides a description
of these consumption patterns in which a description of both “High” consumption and
“Maximum” consumption is presented. The 90" percentile intake of MK-7 from use in this
product correlates to the “High” estimate of exposure, reflecting situations where these
products may be consumed over a short period of time up to 6 servings per day. We do note
that the estimated exposure to MK-7 from this consumption pattern is noted as 24
mcg/person/day, and we have provided additional description below of why such exposure is
not a safety concern in children undergoing anticoagulation therapy.

The intake of total vitamin K2 of 44 mcg/day for males 9-13 years of age is based on our
estimate of “Maximum” consumption of this product. This “Maximum” exposure estimate is
really an estimate of 100" percentile exposure, as it would only occur in rare situations where
children under long-term care under close medical supervision were consuming this product
for their full daily caloric intake. As this was a 100" percentile exposure estimate, it was
provided in the spirit of completeness, but was not used as an estimate of exposure in the rest
of the notice. Additionally, since individuals under “Maximum” exposure would be under close
medical supervision, there would not be safety concerns of interactions with anticoagulation
therapy.

We apologize for the transposition of values (substitution of 12 mcg/p/d for the actual estimated
90" percentile consumption of 24 mcg/p/d). However, an estimated 90" percentile intake of 24
mcg/p/d does not present a concern for children taking anticoagulation medication. As
described in Section 3.6, “High” consumption of this product (6 servings per day) would
contribute < 20% of total daily vitamin K2 consumption using mean background consumption
rates of vitamin K2, and < 10% of total daily vitamin K2 consumption using 90" percentile
background consumption rates of vitamin K2 (Table 9). It should be noted that these estimates
were also generated using the highly unlikely assumptions that these children were consuming
6 servings of this product with 4 mcg/serving of MK-7 in addition to consuming their standard
diet. If a child was consuming 6 servings of this product in a day (~1500 kcal) it is highly
unlikely they would be consuming typical amounts of the other dietary sources of vitamin K2.



Instead, consumption of 6 servings of this product in a day is much more likely to be substituted
for other parts of the diet.

Thus, even under the non-typical situation in which 6 servings of this product was consumed
in one day both:

e The total amount of vitamin K2 consumed is unlikely to be greater, because individuals
under “High” consumption (24 mcg/p/d) are likely to substitute this product for other
sources of vitamin K2 in the diet, and

« Even if this product was consumed in addition to typical dietary sources, this product
would still only contribute between 10-20% of total daily vitamin K2 intake

The Narrative in Part VI of the notice provides a detailed description of why exposure to MK-
7 is not a concern in children undergoing anticoagulation therapy. The change in exposure
estimate from 12 to 24 mcg/p/d under estimated (although unlikely) “High” exposure scenarios
does not alter the conclusions from that narrative. As described in the Narrative, MK-7 does
not cause any complications through interactions with Cytochrome P450 set of genes/enzymes.
This is extensively described in section 6.2.7 of the notice, wherein MK-7 catabolism and MK-
7 as a Ligand of SXR has been well discussed. This further reinforces that there is no
perceivable safety concern on such exposure of MK-7 in children under going anticoagulation
therapy.

FDA Query 2: Synergia’s intended use is for specific nutritional beverage products, such as
PediaSure, which already contain Vitamin K1 in the formulation. Please confirm that
additional exposure to MK-7 from the intended use does not result in an increased health
risk for the consumers who are also undergoing anticoagulation therapy.

Response-2:

The typical consumption of PediaSure is 1 serving per day and it is meant to supplement the
diet of children. Based on a per serving basis addition rate of 16 mcg of K1 and 4 mcg of MK-
7, no increased risk is anticipated to the consumers undergoing anticoagulation therapy. As
data presented in Part VI of the GRAS dossier describes, there is little effect of vitamin K1 in
adults at levels below 150 mcg vitamin K1/day (Schurgers et al., 2007) and little effect of MK-
7 below 10 mcg (Theuwissen et al., 2013). Furthermore, children undergoing anticoagulation
therapy is a relatively small percentage of the general child population. Children who are
undergoing anticoagulation therapy would likely be under the supervision of a hematologist
that is aware of the fact that dietary vitamin K interacts with anticoagulation medication and
would track the child’s International Normalized Ratio (INR) to ensure a therapeutic dosage is
provided. In order to ensure practitioners are aware of the contents of vitamin K2 in the product,
the quantity of vitamin K2 MK-7 will be claimed on the front of pack as a nutrient content
claim as vitamin K in the Nutrition Panel only accounts for vitamin K1, per the agency’s
direction in the Final Rule (81 FR 33741 at 33904).

Additionally, in comparison with other dietary intake of vitamin K, typical consumption of this
product (1 serving per day) would contribute a small fraction of daily vitamin K intake (Annex
I1, Table 4 of GRN 887). Even under “High” consumption estimates (as described in the answer
to Q1) the intake of vitamin K (total of K1 and K2) from this product is likely to displace the
intake of vitamin K from other inherent, dietary sources. Thus, consumption of this product is



unlikely to significantly change overall intake of vitamin K, and thus is unlikely to result in
increased health risk for consumers undergoing anticoagulation therapy.

Furthermore, the issue of coagulation will arise only in oral anticoagulation (OAC) with
vitamin K antagonist (VKA) and not with heparin, aspirin, or non-vitamin K antagonist oral
anticoagulants (NOACs). Czuprynska et al. (2017) noted that whilst the use of OAC therapy
in the pediatric setting is not substantial, there would of course be clear advantages for the
patients in question, if direct oral anticoagulants (DOACSs) could be prescribed in place of
traditional VKA anticoagulants. The amount of MK-7 added is very small (4 mcg/serving) and
is very unlikely to affect the coagulation. Unfortunately, there is lack of data in children
investigating this. More importantly, the low dose vitamin K1 in infants is not having an effect
at all as shown by van Hasselt et al. (2008). These investigators reported that 25 g K1/day has
no effect to prevent bleeding and an oral dose of 1000 ug K1/day was found to be sufficient in
protecting these infants. The total Vitamin K of 582 ug /day is unlikely to increase health risk.
The additional exposure to MK-7 is very small.

In a recent article on anticoagulation in paediatrics and the need for direct anticoagulation
therapy (DOAC), Manning (2019) described several limitations of standard therapy with
warfarin in paediatric population. One major limitation is the narrow therapeutic index, while
others include Asian race, drug interactions, mitral value replacement, and length of hospital
stay that resulted in patient being readmitted to the hospital within 30 days due to warfarin
associated bleeding (Moffett at al., 2013). In a recent publication, Manning (2019) suggested
that DOAC is on the horizons for paediatric population, as several trials are on-going. This also
suggest that paediatric population on standard OAC is highly likely to be monitored for any
changes in food. Additionally, the small amount of MK-7 used along with K1 is very unlikely
to affect the coagulation or result in an increased health risk.

In summary, the available evidence suggest that additional exposure to MK-7 from the intended
use in PediaSure does not result in an increased health risk for the consumers who are also
undergoing anticoagulation therapy.

FDA Query 3: Citing several clinical studies, Synergia states that MK-7 at use levels of 50
ug/p/d or less are not likely to affect the international normalized ratio in a clinically
relevant way. We note that these studies were conducted in adult populations. Is there any
scientific evidence, such as pharmacokinetics, suggesting that such a threshold would be
different in children?

Response-3:

There is a lack of clinical studies in children and the current recommendations regarding
anticoagulant dosing or laboratory monitoring in children are simply extrapolated from adult
evidence.

Except for one study by van Summeren et al. (2009), no studies in children were found that
reported the blood levels of MK-7. However, this study does not involve children on OAC and
interference with VKA. As described in the GRAS dossier, in this double-blind randomized
placebo-controlled trial in children (6 to 10 years; n=27 placebo; n=28 treatment), van
Summeren et al. (2009) investigated the effects of 45 mcg of MK-7/day for eight weeks on



different biomarkers and coagulation-related parameters, including serum levels of MK-7.
Based on a previous study by Schurgers et al. (2006) in which a dosage of 150 mcg MK-7 was
used for adults (estimated weight 80 kg), the dosage of 45 mcg MK-7 for children was
calculated to the body weight of children (aged 6-10 years; estimated average weight 25 kg).
The findings from this study suggest that (in children not on OAC) oral administration of 45
mcg MK-7/day to healthy, pre-pubertal children for eight weeks increased serum levels of MK-
7 without affecting blood coagulation parameters, although in the absence of OAC. As the
proposed use of MK-7 is 4 mcg/serving, it is likely to increase serum levels of MK-7, but
unlikely to cause an effect on OAC. Given this, one can safely presume that the proposed use
of MK-7 in children is unlikely to affect the International Normalized Ratio in any clinically
relevant way. Furthermore, the children on OAC and consuming PediaSure are likely to be
closely monitored for INR.

Avgeri et al. (2008) attempted to clarify how anti-coagulant therapy that antagonize vitamin K
action might impair skeletal homeostasis. In this study, bone mineral density (BMD) and bone
turnover markers were evaluated in 23 children (median age 11 years, range 5-18 years) under
long-term oral anticoagulant therapy. Because of oral anticoagulant therapy, values of
coagulation factors were lower in patients than in controls (n=25). Undercarboxylated
osteocalcin, which is associated with vitamin K deficiency, was significantly higher in the
patients’ group. The patients had higher levels of undercarboxylated osteocalcin and lower
levels of coagulation factors in comparison to controls, indicating poor vitamin K status. These
investigators indicated that long-term use of coumarin derivatives may cause osteopenia in
children with the risk of developing osteoporosis later in life. Although in this study effect of
vitamin K or its status was not studied, low dose vitamin K (MK-7 at 4 mcg/serving) may
provide benefits and unlikely to cause adverse effects.

We trust that the above information and clarifications is satisfactory. If you have any questions
or need additional explanation, please let me know.

Thank you for the opportunity to provide this response.
Sincerely,

Ashit VVora
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