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Corporate ofrce:
A4O2 NBIC, Jaswanti Alliad Business Centre.
Ramctrandra Lane Extension, Kachpada,
OffLink Road, Malad West, Mumbai4000An
Phone : 022-288222252 I O22 32287 239

Rcglstcrcd ofree:
205/8 Blue Diarnond Soc, L M Road,
Dahisar West, Mumbai 400068

To,
Dr. Shailesh Deshpande
Lecturer In Kayachikitsa
PDEA College Of Ayurveda & Research Center
Sector 25, Pradhikaraa, Nigadi
Pune 28

Date: 56 Feb 2018

Subject : Budget for conducting Clinical Study on Ayuderme Capsules (Psoriasis)

Dear Dr. Shailesh Deshpande,

With regards to our discussions and firther submission of documents for conducting clinical snrdy on
Ayuderme Capsules under the Tide: 'An Open Label, Sinlte Arm, Multi-center, Prospective, Clinical
Snrdy to Evaluate Efficary and &fety of WEUPSO-OI in patients suffering from Chronic Plaque

Psoriasis" we wish to zubmit the budget for the same below.

In this study we wish to have l0 completers. The below budget is submitted accordingly.

Sr No Budget Head Amount
1 Ethics Committee Fees 1s000/-
2. lnvestigators Fees 10000/-
3. Coinvestigator Fees 10000/-
4. Research Associate/ coordinator

Fees
10000/-

5. Lab Charges* At actual
6. institutional Charses 15000/-
7. Department Development Fund 15000/-
8. Total 750001- Plus Lab

Charges at Actual

'.rarJla t I nsti ttt t( o_f :1 I c d i r rt I
'llrl ucat iott.t ,l!,.rurlli:I

Amount in words : Rs. Seventy Five Thousand Only Plus Lab Charges
*Lab Charges attached below.

We request you to kindly process the study at the earliest.

https://mail.google.com/mail/u/0/?ogbl#inbox/FMfcgzGsmqzvBgTzrZSMbVvklLGKmXNz?projector=1&messagePartld=0.1
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Corporate omco:
A4U2 NBIC, Jaswanti Allied Business Centre,
Ramchandra Lane Extension, Kachpada,
Olf Link Road, Malad West, Mumbai400064
Phone : O27288222252 I 02232287239

Rogistered ofrce:
205/8 Blue Diamond Soc, L M Road,
Dahisar West, Mumbai 400068

For any further details required in this regards please let us know.
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Liver Function Tests (LFT):
ISGOT, SGPT, Sr. Biiirubin Sr. Alkaline Phosphatase, Proteins

Renal Function Tests (It-l'T):
[Sr. creatinine, BUN]

Lipid Profile:
[Total sr. cholesterol, sr. triglycerides, LDL, HDL]
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cotlege of Ayuveo oc trv"--' 
- at2-zaar errr,v to Evaluate

Nigdi, Pune.

Ref - ..An op e n r ar? #trff#t,H ffi :llx#:;[.;fl1? lffiLTl##io'i *i' "

Efficacy. & Safety oI wcr-r' -- 
- n rr^rart ogtl, Dec 2017.

Protoeol Xo' WDVTSO-OI' 
Version l'0' Dated Ogth Dec20'

Subject- Documents for Ethics Committee Submission & Approval

Respected sirl Madam 
rease find enclosed Documents for submission &

With reference to above mention Study p

approval.

L

Dr. Shailesh Deshpande Dr. Javant Phadke

-)2c3-
(Co-Investigator)
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1

Version 1.0, Dated UY"' uec /uL t ' 
I
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.-.112

1Grsion 1.0, Dated 09"'lJec /uL t'
:;r Ill I

J
1Version 1.0, Dated 09"' Dec /u t t '

4

1Ve.sion 1.0, Dated 09"' Dec 2011"
5

V.*i", 1.0, Dut.a 09* Dec2017 ' 1

6 Inform Cotisent Document @nglish)

ffib9tnDec2017. 1
7 SAE Fontt

8 Prakruti Evaluation Form ffi*Deczol7. I

I Investigator Undertaken Form Ve.sio, 1^0, Dated 09tr' Dec 2017. 1

(lnvestigator)
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To,

ilJlIilfi ifin" and Sterr i rrg Mur ti -spec iar tv I{ osp i t a r'

Pradhikaran Akurdi' Nigadi' Pune

Ref: ,,An open Label, 5ingle Arm. Multi-center' Prospective'

Efficacy and safetv 
"t 

*iiltib-01 in patients suffering from

Protocol no: WLX/PSO- 01' Version L'0' Dated 09th Dec 2017

Sub.: Documents l'or Etliics Cornmittee Subrnission and Approval

DATE: 24-lan-2018

Clinical StudY to Evaluate

Chronic Plaque Psoriasis'"

(t*

Dear Sir.

Withreferencetoabor.enientionedstudypleasefindencloseddocumetttsforsubmissionand
approval.

Rceards.
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Clinical Study Protocol

An open Label, Single Arm, Multi-center, prospective, clinical
Study to Evaluate Efficac;z 2116 Safety of WEL/pSo-0l in patients

suffering from Chronic Plaque psoriasis.

Protocol No.WLX/PSO- 01, Version I.0, Dated 09,h Dec 2017

(

(

The cortfidertliul ir{urntulion in the fotttruing cktcuntent is provided to you as an investigator, co-

ordinator and /or applicable institutional revievt board /ethics committee. By accepting this
document, you agree that the inforntation cortained herein slrull rtol be tlisclosed lo others,
't,r,ithout u'ritten authorization from Targct Institutc of l4cdical Education and Resear.ch (TIIvIER)

and Spon,sor Welex Lahoratorie,s Pvt. Ltd. exc.e.pt to the extettl necessur)) to obtain inform
consent front tho,se persons to whom the study medications shall be administered or for
regulatont puryoses u,he n a.slced h), authorized regulatory pcrsonncl_

Clinical StudyProtocol No, WLX/PSO-0I, Version 1.0, Dated 096DecZ0l7 Page 1 of65



INVESTIGATOR STATBMENT

An open Label, single Arm, Multi-center, prospective,
clinical study to Evaluate Efficacy and Safety of wEl-,/pso-

01 in patients suffering from chronic plaque psoriasis.

Prctocol No. WLXIPSO-OI, Versiorr I.0, Datetl 09th DecZO|T

, We/I, the undersigned have read and understood this protocol and hereby agree to conduct the(,' study in accordance with this protocol and to comply with all obligations of investigators and all
pertinent requirements of the GCP guidelines laid dor,vn for ASU drugs.

We/I also consent to inform the Contract Research Organization (Target Institute of Medical
Education and Research), Sponsor Welex Laboratories Pvt. Ltd., and concerned Ethics
Conrlttittee uf any serious adverse events and also to inttrrm the Ethics Committee about the
initiation and complotion of the stucly.

(

site no I -f-l

drL
Investigator Sign and Date

Addrcss and Contact No:

-2e-pJc
Co-investigator Sign and Date

Page 3 of65clinical Study Protoc<il No, wLXpSo-0I, version I.0, Dated }g,h Dec2orT

Site Name:



Clinical StudY Protocol

Protocol No': \YLX/?SO-0I' Version l'0' Dated 09tt' Dec 201'l

r'i! ^^**n, ProsDective' Clinical

,ffi lr,'4;#.,*;:;lt#:rjffi l:lff ';;.,;'

(.ProtocolNo.WL}UPSO-01,Version1.0,Dated09.hDec20117

The confidentiar inforrnation irt trte foro,irtg docttn*i is provided Io yott os an itwestigatot'' co'

ordinaror an, /or appricabre i,stitutionar reviev, board /erhics comrniltee' By accepting this

doamrenf, ),ou agt-ee that the infornration cotttairted herein shall not be clisclosed to others'

u,ithotrt u,rittel autlrcrizaliottfi"otn Target Insfifute of Medical Education and Research $IMER)

attd Sportsor lflelex Laboratories Pt't. Ltd. except to the exte''tt necessaty to obtain iltfurnr

conset?t fi'onr tltose persons to tvlrcnr the stndl' nrcd'ications shall be qdninistered or for

re gtr I at ory put'pose s'n, h en aske cl by authorized re gulatory personnel'
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CLINICAL STUDY REPORT

Version: 1.0, Dated: 20th Apr 2019

"An Open Label, Single Arm, Multi-center, Prospective, Clinical Study to

Evaluate Efficacy and Safety of WEL/PSO-0I in patients suffering from
Chronic Plaque Psoriasis."

Protocol I.{o.: WL>VPSO- 01, Version 1.0, Dated 09ft Dec 2017

CTRI Registration Number: CTRI 1201810310L2615

Registered on 16/03/2018

Welex Laboratories Pvt Ltd
1002, Marathon Innova Nextgen,

Off Ganpatrao Kadam Marg, Lolver Parel,
Mumbai -400013
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Reference: 
Clinical Study ProtocolNo'- 
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0

2017 '

CTRI No'CTRUZ0 
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Respected lvladam/Sir' eenort of Psoriasis Clinical study'

, ,. Herervith I anr subrnitting you updated starus report o

Duration- Jul-SeP 2018

Sp zots

01
----00

01

01

00

00

00-

frs2018
04

00

03

00

03

00..-

fut ZOtt

02
-=--00

a2

Sr. No. Details

Total Screened

Screen Failure
:

Total Enrolled

DroP Out

ComPleter@
rrlriSaft rePorted

Total AEs reporteo

ADR
:

Protocol Devtatton.ffi

I
,)

3 01
4 00
5 00
6 0000
7 01 00

00
8 00 00

00
9 00

00 00
00l0 00 00

l1

(
\

Reason for drop out-lost to follow up

-Thanks and Regards,

Dr. ShaileshDeshPande'

(PrinciPal investigator)

s,?,*k
(Co-lnvestigator)
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Assessment of the elficacy and sal'ety of protein Supplement with micronutrient fortification
(NRL/2019/5PN[ to promote health and wellbeing in healthy adults: Randomized controlled

clinical trial

Priya Khare'*, Omkar Kulkarni2, Anuj Agarwal3, Gayatri Ganu4, Medha Joshis, Manjit Sisode6
I Assistant Manager, Rgsearch and Development (Healthcare), Netsurf Research Labs Pr4 Ltd, Baner, Pune, Maharashtra,

India
2,3 Senior Manager, Research and Development (Healthcare), Netsurf Research Labs Pvt Ltd, Baner, Pune Maharashtra, India
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s Professor, Pune District Education Association , Pune College Of Ayurveda & Sterling Hospital Research Center,

Pradhikaran, Nigdi, Pune, Maharashtra, India
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( Abstract
Proteins are an essential component of the diet. As a source of good protein supplement for both male and female, Netsurf
corurunication Pvt. Ltd. has developed NRL/2019/5PNV protein supplement with micronutrient fortification to help to
manage health and quality of life. The curent research depicts the efficacy and safety of the NRL/2019/5PNV. It is found to

be safe and effective in promoting health and wellbeing in healthy adults. lt improved skeletal muscle 0/o and reduction in body
fat %. There was incleased physical endurance indicated as VOz max. NRL/2019/5PNV was found in improving energy levels

in subjects along with irnproved digestive behavior. Therp was improved glycemic control and reduction in total cholesterol

leveis in NRL/2019/5PNV treated group. The blend of whey, soy, rice and peas protein with vitamin, micro minerals and

rejuvenating herbal extracts like Withattia sominifera and Aloe vera is definitely providing better assimilation and efficacy

Keyworcls: protein supplement, vo2 max, energy level, whey, soya, LYithania sominifera, Aloe vera

1. Introduction who exhibit lactose intolerance or have lactase deficiency
Proteins are an essential component of the diet needed for [r0].

the survival of animals and humans. Nutritional quality of a According to U.S. Food and Dmg Administration, the term

food depends on protein content, digestion, absorption, and "dietary supplement" defines any product that supplements

utilization of proteins. Amino acids availability depends on the diet containing any one or rlore of a vitamin, mineral,

protein soulpes, processing treatments, and interaction with herb, botanical, amino acid to increase the total dietary

other components of the diet ttl. intake of added contents tt t' r2l. Plant-based supplements are

{' Sourceofprcteinsinhtrmandietaremainlyanimalproteins rich in fiber, beta carotene, vitamin K and C, folate,'' 
(e.g. egg, milk, meat and fish) and plant proteins (e.g. magnesium, and potassium which improve dietary health

pulses, cereals, nuts, beans and soy products). Animal index [13' ra]. There is great need of supplementing on

proteins have high biological value than vegetable proteins Vitamin B12. Its deficierrcy leads to neurological and

ir p". amino acid composition and are more biologically' cognitive health weakening ttsl. Vitamin B12 is suggested-to

complete. However two plant proteins such as legumes and be neuroprotective, particularly for memory perfonnance [16-

grains or legumes and nuts/ seeds can be combined to I8l.

fomrglate a complete protein from two incomplete proteins. As per many studies, supplementation with vitarnin C

There is gaining momenftiin to a fact that animal proteins reduces the duration and severity of cotntnon cold

are possessing concerns to rnany vegetarians and towards symptorns in adults [2]' 22]. When used in cornbination with

digestibility difficulties as well t2l zinc, vitamin C supplementation car.r relieve symptoms such

Legumes include peas, beans, lentils, peanuts etc. can be a as rhinorrhea in common cold t23'241. According to the sfudy,

good source of protein. Soybeans have captured more vitamin D supplements can protect against respiratory tract

interest of researchers because of their concentrated source ir.rfections aud reduce the risk ofacute respiratory illness and

of isoflavones. It is being backed up by research that influenza t251. Studies has shown an excellent rationale to

isoflavones rednce the risk of cancer, heart disease, and combine vitamins C and D with zinc to support itnmune

osteoporosis t3, 4l' Soy protein is thought by urany functions and help minimize the risk of respiratory infection

reseai'chers as almost equivalent to animal sources in protein t261. Microt.rntrients have proved helpftil in combating the

quality tsl. According to a study, soy protein has beneficial detrimental health effects of prolonged contact with

effecti in p."rr"nlio., of coronary heart disease, environmental factors that act as vehicles for pollutants t271.

hypolipidemic effects t6l. Being rich sonrce of isoflavone, It is a proven fact that plant-based proteins are presented as

soya piotein help in improving bone health [7], menopaus4f"1.,;, ..Iower in calories and fat than animal proteins and higher in

ry1npiornr t8l and preuenting breast and prostate cancersi-P,1,. " fiber and essential nutrients. Plant-based pea proteins can

Soy protein formulas are found suitable for t-eeding ilibntl l.t'p gain muscle mass, reduce hunger cravings. Its high

,i:i l .,. '

1 ...,],.i .. '." 73
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micronutrient profile helps reduce postmenopausal
symptoms. Pea's protein is easily digested and leads to less
gastric distress than animal based sonrce.
Protein and fiber rich diet as per stLrdy was demonstrated to
support successful weightJoss [28]. High-protein diets
improve satiefy and appetite control thereby providing an
excellent way to control and rcduce body weiglrt [2el. Hunger
and satiation define appetite pattern [30]. From a credible
study it was hypothesized that hormones improvise hunger
and satiety response such as insulin, glucagon, pancreatic'
polypeptide (PP) and amylin from pancreas, leptin and
adiponectin from adipose tissne and ghrelin, glucagon-like
peptide 1 and 2 (GLP-1, GlP-2)frorr intestine; and
dopamine, neuropeptide Y, growth hormone releasing
peptide (GHRP) from hypothalamus [3r-32]. Orexigenic
hormones or peptides promote appetite and anorexigenic
work antagonistically, by suppressing apetite. The sensory
exposure to food (e.g., sight, smell, taste) has been shown to
improvise appetite t331.

High protein diets have been shown to be an effective
, w+ight-loss strategy by improving the pancreatic response to
( reduce hunger t3al. Proteins produce greater satiety than

' carbohydrates and fats. It increases energy expenditure t3s].

Many researches back up the fact that protein diet gives
postprandial appetite suppression and subsequent reduction
in energy intake t361.

Omega-3 fatty acid, docosahexaenoic acid (DIIA), is
essential for normal brain function. It is a key component to.
support brain and eye function throughout life F7'381. It is
also an important component of tissues of cardiovascular
system. The American Heart Association and USDA
Dietary Guidelines recommend Omega-3 fats as good for
cardiovascular health t3el.

By taking in to considemtion the pressing need of good
protein supplement for both male and female, Netsurf
Communication has designed and developed the
NRL/2019I5PNV protein supplement with micronutrient
fortification for both tnale and female to help to manage

health and quality of life.
It contains essential vitamin, minerals, herbal extracts

, together with a blend of whey, soy, pea, rice and milk
\ solids. The cnrrent research depicts the efficacy and safbty

of the NRL/2019i5PNV with micronutrient fortification to
promote health and wellbeing in healthy adults.

2. Material and Method
2.1 Investigational product details
Product Code: NRL/2019/5PNV. Key ingredients are Milk
Solids, Maltodextrin, Protein blend (Whey Protein
Concentrate, Soy protein isolate, Rice protein isolate, Pea

protein isolate), DHA (omega 3-Algal source), Aloe vera

extract, Withania sominiJera extract, Minerals (Calcium
phosphate tribasic, potassirmr citrate, sodium citrate,
magnesium sulphate, fe.rric diphosphate, zinc sulphate,

manganese sulphate, copper sulphate, sodiun selenite),

Vitamins (ascorbic acid, vitamin E, nicotinamide, calcium-
d-pantothenate, pyridoxine hydrochloride, thiamine
mononitrate, riboflavin, retinyl acetate, folic acid, d-biotin,
phylloquinone,Vitamin D2 ergocalciferol, cyanocobalamin)

2.2 Study Design
A randomized, double Blind, controlled clinical study.

subjects were distributed randomly to test NRL/201

www.lborlscience.iurrnal.cr)rr.r

leading market brand as a protein supplement in comparator
arm.

2.3 Study Objectives & Purpose
The priurary objectives were assessllrent of daily activity
questionnaire, endurance levels (steppers test), perceived
stress levels, immunity via number of events of recurrent
UTI/RTI etc., anthropometrio analysis, HbAlc and glycemic
profile ie blood sugar levels, regulation of lipid levels The
secondary objectives were assessment of quality of life,
changes in digestive behavior assessment, changes in mood
behavior, safety profiling by LFT, RFT and thyroid profile
etc., assessment of adverse events, changes in sleep quality
questionnaire, palatability with dosage compliance of test
product

3. Selection and Withdrarval of Subjects
3.1 Inclusion exclusion criteria
Inclnsion Criteria for the study were: age group: 18 years -
65 years, BMI in the range of 20-26, subjects in good
physical condition and sound mental stafus, in the judgment
of the Principal Investigator, able to comply with protocol
requirements, willing to sign written informed consent,
subjects with willingness to abstain from use of vitamin or
mineral supplements, nutritional supplements and or
medical foods if applicable.
Exclusion Criteria lbr the study were: allergies to
ingredients in product/ milk, Subjects with uncontrolled and
uncomplicated diabetes (HbA1C NMT 7.0 % and blood
pressure NMT 140/90 mm hg) may or may not be on
prescription, subjects with past history of addiction abuse

and rehabilitation, subjects with curent medical history of
any major illness such as cancer, heart disease, COPD,
Asthma etc. in the past, subjects with history of any acute or
chronic illness that may affect the patient's participation in
the study, use of prescription medications and/or
nonprescription medications for weight loss, subjects with
acute illness or history of major or minor surgery in the past
one year, female subjects who are curently pregnant and/or
breast feeding, subjects not willing to participate in sfudy

3.2 Recruitment Plan
We intended to complete 100 subjects (50 in each group) at
the end of the study. Additional subjects were recruited to
complete the required number (100) of completed subjects
for analysis. Precautions have been taken not to recruit the

subjects belonging to possible vulnerable groups.

3.3 Withdrawal Criteria
Subjects withdrawn frorn the study for the following
reasons: At their own request i.e. withdrawal of consent at

any time for personal reasons. Il in the investigator's
opinion, contirruation in the study would be detrimental to
the subject's well-being. Protocol deviations that could
invalidate interpretation of the results (i.e. intake of 'not
permiffed concomitant treatments etc.)

4. Treatment of Subjects
4.1 Dosage and Treatment Duration
As per computer generated ratrdomization list, subject was

either be randomized to NRL/2019/5PNV (Test) or

i",i i"';
Product Group in l:1 ratio. Subjects were advised

given supplement in a dose of 10 gm in the morning
d .. with.l50ml of milk for 90 days.
, 

''.,1:

!.,

/':il'"i:

treated and marketed product treated group. We

w"E
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4.2 Visit Schedules
Subjects were asked to regularly visit at day 0, day 30, day

60 and day 90 of the treatment.

5. Measures taken to avoid bias
5.1 Randomization and study groups
All the subjects are randomly allocated (as per computer
generated randomization list) to either one of the two
treatment arms in l:l ratio. Subjects may be randomized to
either NRL/2019/5PNV (Test) group or Marketed Product

Group.

5.2 Blinding of the investigational products:
Identical comparator was provided as a marketed product.
Primary packing of the test drug and standard was kept

absolutely similar in order to keep both investigator as well
as the subject blind.

6. Methodology
On screening visit, a written informed consent was obtained

from the subjects for their parlicipation in the study and

their demographic details and vitals were recorded. The

subject then proceeded to undergo clinical exatnination and

their medical, srugical and treatment history was recorded.

Current medication if any was noted in the case record from
(CR-F). The subject was considered for fuither evaluation as

per the inclusion and exclusion criteria. Subject's blood

sample were collected at the respective study centers for
laboratory testing i.e. CBC, ESR, Hb%, Liver Function

Tests, Lipid Profile, Renal Function test, HbAlc. During
screening visit and the entire sltrdy duration srtbjects were

advised to refrain from antioxidant agents, vitamins, anti-
inflammatory dntgs, hormones, Nrltraceutical, Ayurvedic,

Siddha, Unani, herbal /homeopathic medicines. On baseline

visit, subject was recruited in the study if he or she met all
the inclusion criteria. Subjects were then being to be

randomized to one of the two study groups as per the

computer generated randomization iist' Subjects were asked

for occurrence ofany adverse event dttring screening period.

Subject undergone clinical examination' Subject's Daily
activity, Endnrance levels (steppers test), Perceived stress

levels and number of events of recurrent UTVRTI etc. were

recorded. Subject's Anthroporretric analysis was performed.

Following questionnaires were assessed like Quality of life
(Physical, mental and social) General Health Questiorulaire-
28 (GHQ-28), digestive behavior assessment, mood

behavior, sleep quality questionnaire. On every follow up

visit the above said parameters were assessed. At baseline

visit and at every follow up visit (except last follow up,

visit), as per cotnputer generated randornization list, subjects

were provided with investigational products. Subject were

advised to consume given supplement in a dose of 10gms in

the morning with 150 ml milk. Subject were advised to

contintte his/ her concomitant medication other than

antioxidant agents, weight loss management, vitamins, anti-

inflammatory drugs, honrrones, Nutraceutical, Ayurvedic,

Siddha, Unani, herbal /homeopathic medicines etc. The

record of concomitant medication was kept in the CRF.

Dmg compliance was assessed by the investigator on every

follow up visit. Subjects who continuously miss dosing for
>3 consecutive days or total missed dose > 9

the study period were to be treated as drop outs.

* ww.litr-rdsuience-iUttrnttI.cont

There were no drop outs as of all were compliant. Subjects
were advised to continue the diet and exercise regimen
(which they are already following) during the entire study
period.
On last follow up visit (i.e. Day 90) apart from all baseline
assessrnents, subject's safety biochemical parameters along
with the olinical examination were repeated. Adverse events

were critically evaluated.
After completion of 3 months of study treatment, all the

sr.rbjects were being asked to stop trial medications and take

advice of investigator for further treatment.
A1l the subjects were closely monitored for any adverse

event starting from baseline visit till the end of the study

visit.

7. Ethical consideration and registration ofstudy
7.1 Ethical Consideration
The study was initiated only after a wdtten approval was

from Independent/ Institutional Ethics Committee (IEC) and

subsequent registration of study on CTRI website. The study
was conducted as per approved protocol and as per Good
Clinical Practices guidelines.

7.2 CTRI Registration
After getting approval from the ethics committee, the study

was registered on CTRI website. Patients were enrolled in
the study only after registration of study on CTRI website.

The Registration details of study are- CTRI/2O19110/021716

[Registered on: 1 8/ 1 0/20 1 9] -Trial Registered Prospectively.

8. Statistics
8.1 Sample size consideration
Sample size calcnlation is derived taking considerations of
primary and secondary outcomes by a qualified statistician'
The software used for calculation of sample size is SPSS

version 10.0. There were 50 subjects recruited per group.

9. Results and observations
9,1 Demographic details
In the present study, 107 subjects were screened. Out of 107

subjects, 6 lost to follow up in the study. 101 subjects were

considered evaluable cases at the end of the srudy 50 in test

and 51 in marketed product treated group.

Out of 101 cornpleted subjects, the mean age of Test group

subjects itr were 33.2t 6.83 years alld the mean age of
Marketed product group subjects was 33.38 + 8.55 years. If
compared between the groups, the difference was

statistically insi gnifi cant.

The ratio of approximately 75:25 for male and female was

decided and rnaintained during recruitlnent of the study.

9,2. Effi cacy Assessments
9.2.1. Assessment of Maximum Aerobic Capacity (VOz

Max)
There was non-significant difference between VOz Max
calculated by 6MWT in Test product and Marketed product

treated group at baseline. After day 60, there was significant

increase in VO2 Max calculated by 6MWT with test product

treated group as compared to Marketed product. After day

90, there was significant increase in VOz Max calculated by

6MWT i.e. 24.64+ 2.77'Mth test product treated group as

compared to Marketed product.

(

,:1

days

irf;,/:;:t:!::

,tlt,
.'.f,,',,'r;' .';rj.



(

International Joumal ofFood Science and Nutrition

Table l: Assessment of Maximum Aerobic Capacity (VOz Max)
between the groups

Duration (Days)
Mean VOz Max Meant SD)

fssl (I.{ = 50) Marketed Product (N: 5f)
Baseline 20.80+ 3.14 20.52+3.21

30 20.95t3.27 20.53+3.23
60 22.59t2.93* 19.80*-3.27

90 24.64i2.77*+ 19.87* 2.7 |

ANOVA muttiple compadson Test: P > 0.05 Not Significant;

significant p< 0.01*, p<0.001**

9.2.2. Assessment of Mood Disorder Questionnaire
(MDQ) Score
After day 90, there was significant (p<0'001) increase

(2.56+0.62 and 1.80+0.66 respectiveiy) between MDQ
soore in Test product and Marketed product treated group.

In case of intergroup analysis, test product treated gloup

demonstrated significant increase in MDQ score at day 60

and 90 when compared to baseline value of the same group.

In case of intergroup analysis, marketed product treated

group demonstrated non- 5ignificant increase in MDQ score

at day 30, 60 and 90 when cornpared to baseline value ofthe
same group.

9.2.3. Assessment of Pittsburgh Sleep Quality tndex
(PSQI)
There was non-significant difference between PSQI in Test

product and Marketed product treated group at baseline.

After day 60, and 90 there was significant decrease (p<0.01)

in PSQI with Test product treated group.

Table 2: Assessment of Pittsburgh Sleep Quality Index (PSQI)

betlveen the groups

Duration
(Davs)

Mean Pittsburgh Sleep Quality Index (Meant SD.

Test (N = 50) Marketed Product (N = 51)

Baseline 10.87+5.55 10.09+3. l2
?n 9.76+3.17 9.82+3.04

60 6.13+1.96* 9.64+2.19

90 3.2211.43** 10.18*1.27

ANOVA multiple comparison Test: P > 0'05 Not Significant;

significant p< 0.01*, p<0.001**

9.2.4. Assessment of Perceived Stress Score (PSS):

There was non-significant difference between PSS in Test

product and Marketed product treated group at baseline.

After 30, 60 and 90 days there was significant decrease

(p<0.001) in PSS evident with Test product compared to

Marketed product treated grouP.

Table 3: Assessment of Perceived Stress Score (PSS) between the

groups

Duration
(Days)

Mean Perceived stress questionnaire (Meant
SD)

Test (N = 50) Marketed Product (N : 5l)
Baseline 24.73+8.70 26.09,L3.67

30 19.91+ 3.55** 25.1 81 3. 1 8

60 12.7|L2.94** 22.42L3.58
90 5.291 1.70** 24.71*3.27

aNOVa multiple comparison Test: P > 0.05 Not Significant;

significant p< 0.01 *, p<0.001 **

9.2.5. Assessment
(GHQ-28) Score
After day 60 and

of General Heath Questionna

www.lbotlsr;ienuejtrttrntrl.com

(p<0.001) in GHQ-28 score of Test product treated group

compared to Marketed product treated group. During
intragroup analysis both groups showed significant (p<0.05)

increase in GHQ-28 score from their respective baseline

values.

Table 4: Assessment of General Heath Questionnaire-28 (GHQ-
28) Score between the grouPs

Duration
(Days)

Mean General Heath Questionnaire-28
(MeantSD)

Test (N = 50) Marketed Product (N = 51)

Baseline 25.6018.35 27.60+5.32

30 44.51+5.92 43.49L5.92

60 64.42+5.78** 58.02L9.17

90 80.04+2.26*** 67.64+9.42

ANOVA multiple comparison Test: P > 0.05 Not Significant;

significant p<0.001 **, P<0.000 I *+*

9.2.6. Assessment of Energy Audit Questionnaire
The frequency distribution of energy events depicted

difference in "Very High" score is increased significantly in
test treated group than marketed product treated group. The

frequency distribution of energy events depicted difference
in "High" score is increased significantly in test treated

group than marketed product treated group. There was shift

of events from low, neutral and moderate category of energy

events to High and very high score.

The frequency distribution of energy events depicted that

after treatment the number of subjects representing "High"
and "Very High" enetgy level scores were increased and

"Moderate" to "Very Low" energy levels were decreased.

The similar resnlts are evident from Mean Score of Energy

Audit and freqnency ofenergy events.

9.2.7. Assessment of Digestive Behavior Score

At day 30, 60 and 90 there was signif,rcant decrease in the

mean score of bloating, constipation, loss of appetite and

post prandial fullness in test treated group than marketed

prodnct treated gronp.

9.2.8. Assessment of Anthropometric parameters

According to the rcsults obtained regarding anthropometric
parameters of Test and Marketed product treated groups, it
was observed that there is no significant difference in both

the groups in parameters like body weight, circumferences,

BMI and ann fat index etc. There was small increase in

body weight (of average 1 to 1.5 kg in 3 months) in both the

groups after tr-eatment for 90 days but the different was not

significant.
There was significant redttction in fat o/o at day 90, in test

group when compared to marketed product treated group.

There was significant increase in the skeletal muscle 0/o at

day 90 in test group when compared to marketed product

treated group.

9.2.9. Global assessment lbr overall improvement by
investigator
In test grottp, 43 (86 %) subjects reported very much overall

improvement and 07 (14 %) subjects reported much overall

improvement at the end of the study.

In marketed product group, 04 (1 .84%) subjects reported

minimttm overall improvement, 45 (88.23%) subjects

no change and 0l (1.97 %) subject reported

mal worsening in the condition at the end of the study.

(,

90, there was significant
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If compared between the groups, test treated group,
performed significantly better than marketed product treated
group.

9.2.10. Global assessment for overall improvement by
subject
In test group, 45 (90 %) subjects reported very much overall
improvement and 05 (10 %) subjects repofted much overall
improvement at the end of the study.
In marketed prodr.rct group, 04 (7.84%) subjects reported
minimum overall improvement, 45 (88.23%) subjects
reported no change and 01 (1.97 %) subject reported
minimal worsening in the condition at the end of the study.
If compared between the groups, test treated group,

perfomed significantly better than marketed product treated
group.

9.2.ll.Immunity events by recurrent RTI/ UTI
In test group, at baseline, 12 subjects oftest group reporled
average of at least 12 events of RTI/ UTI in last month to
cofiImencement of proj ect.

( m test group, 10 subjects (20%o) reported recurent episodes

of either RTUUTI during three trlonths' period. The number
frequency of events were 13 events with two to three days'.
duration. Resolved completely before completion of the

study duration.
In marketed product group at baseliue, 10 subjects of test

group reported average of at least 11 events of RTI/ UTI in
last month to commencement of project. In marketed

product group, 9 (17.64%) subjects repofied 11 events of
recurent RTy tl-fl during thlee months' period and found
to be completely resolved in fwo to tfuee days. If compared

between the groups, there was no significant change in both
the groups.

9.3 Sal'ety assessment
9.3.1. Changes in Mean parameters of Complete
Hemogram, liver, renal, thyroid lunction test and

randorn blood sugar levels
All the parameters in the complete Hemogram, liver, renal,

,, thyroid flinction test and random blood sugar levels were
\ within notmal range and compamble between groups at

baselirte.
After treatment at day 90, mean value of parameters of said

parameters did not show any significant change frorn

baseline in test and marketed product treated groups. The

difference was statistically insignifi cant.

9.3.2. Changes in Mean parameter of Lipid Profile
All the parameters of lipid profile were within normal limits
at baseline visit in both the groups. After completion of tlie
treatment, no significant change in all other parameters of
lipid profile was observed in both the groups i.e. test and

mar*eted product treated group apart from total cholesterol.

There was significartt p<0.05 rednction in test product

treated group at daY 90.

9.3.3. Changes in Mean HbAIC
Change in Blood HbAIC levels were non-significant at

baseline visit in both the groups. After completion of the
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Table 5: Changes in Mean HbAIC% between the groups

Duration (Days)
Mean HbAlc % (Meant SD)

Test (N = 50) Marketed Product (N: 51)

Baseline 5.34t0.97 5.30r0.68
90 4.80 t 0.46* 5.22t0.08

Student's t test P > 0.05 Not Significant, P<0.05 Significant

9.3.4. Changes in Vital parameters
Pulse, respiratory rate, blood pressure ofsubjects ofboth the
groups was within normal limits at baseline visit. After
completion of the treatment, no significant change in said
parameters. If compared within the groups, the difference
was statistically insignifi cant.

9.3.5. Tolerabiliff of study drugs assessed by physician
and subjects
As per physician and subjects, all the subjects (100%) from
both the groups reported excellent tolerability to given
intervention ie test product and marketed product.

9.3.6. Palatability and compliance
AIl the subjects ie 100% from both the groups reported

excellent palatability and mix ability of the product. Both
the groups also presented excellent compliance to both of
the investigational products.

9.3.7. Prolile ofadverse events
In test group, 15 (30%) subjects reported a total of 17

adverse events during the study period, These adverse

events inclnded fever, menstrual pain, hyperacidity, injury,
body ache, dry & irritable eyes, cold, heartbrun and

headache. All these adverse events were mild in severity
except headache which was moderate in nature. These

adverse events were resolved completely after resclre

medication was given. Study trcatment was not stopped

during these adverse events. All these adverse eveflts were

not related to the study drug. In marketed product group, l1
(32%) subjects reported a total of 16 adverse events during
the study period. These adverse events included fever,
menstntal pain, headache, vomiting, Ittmbar pain, body
ache, mouth nlcer and hyperacidity. All these adverse events

were mild in severify and resolved completely after rescue

medication was given. Study treatment was not stopped

during these adverse evellts. All these adverse events were

not related to the study drug. If compared between the

groups, the difference was statistically insignificant'

10. Discussion
In the present sludy NRL/2019/5PNV was compared for its
safety and clinical efficacy against Established Marketed

Product. The interpretation of the study parameters obtained

are expressed as follows.
VO2 max, also known as tnaximal oxygen uptake which
measures the maximum amount of oxygen a person can

utilize during intense exercise. It is a common measurement

used to establish the physical endurance of an individual
before and after an oxygen requirement. Factors Affecting
VOz max are genetics, age, lifestyle & fitness stafus and boy

composition. Shifting body composition to lean mass

improvement can improve VOz max to considerable level.

le and thereby improving health status. VOz max
treatment, there was significant decrease in HbAIC level in is in turn r"rpgrades motivation to exeroise/ aotiveness of
test treated group compared to marketed product
groups.

dt
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Directly measures body oxygen consumption, also get direct
measurement of maximum hearl rate by recording heart rate
during the test. It is a measure of how well the heart and

" lungs work to deliver oxygen and energy to working
muscles [40].

After day 60, there was significant increase in VOz Max
calculated by 6MWT with test product treated group as
compared to Marketed product. After day 90, there was.
significant increase in VOz Max calculated by 6MWT i.e.
24.64+2.71 \;rrth test product treated group as compared to
Marketed product.
Assessment of anthropometric parameters revealed
following facts. There was slight increase (non-significant
p>0.05) in body weight in both NRL/2019/5PNV and
marketed product treated groups. It was evident liom results
that there was significant decrease in body fat %o i.e. 25.13*
6.84 in NRL/2019/5PNV vs. 21.95+ 1.08 % at day 90 in
Marketed product treated group. Though the body weight is
slightly increasing in both groups, the fat content in
NRL/2019/5PNV treated group decreases that contributes to
its probable anabolic effect in improving skeletal muscle

( mass ard%o.It was clearly evident in comparison of skeletal
muscle 0/o at day 90 in both groups. Skeletal muscle o/o was
32.30+. 8.97 in NRL/2019/5PNV and 29.02+. 6.05 in
marketed product treated group (Significant change p<0.05),
which indicates clinical superiority of NRL/2019/5PNV in
positively modifying body cornposition by reducing body.
fat and improving skeletal muscleoZ. The same effect may
be involved in improving VOz max byNRL/2019/5PNV.
The very practical and strong index of improving physical
health and well-being is feeling of energy and stamina
throughout the day. There was assessment of energy audit
qrrestionnairc to assess subjective changes of the energy
levels of the subject div'ided in 4 parls of day i.e. early
morning till breakfast. Breakfast to lunch, lunch to evening
snack time and late evening to bedtime. There was
compamble baseline energy levels in both the treatment
groups before starting of treatment. The energy levels were
divided into Very high, High, Moderate, Neutral, Low and
Very low depending on the exprcssion of the energy at

, particular time tarl. The subject reported their reading in
\ t"r-s of score for the day. The results are expressed as

mean score and frequency of events in each icore title.
There was significant increase in shift of individr.rals
experiencing Very High and High energy evidences than
Low, Moderate and Neutral energy level in'
NRL/2019/5PNV treated group than that of marketed
product. Energy levels strongly depend on the digestion
behavior and muscular strength and vitality together with
mental state to perceive stress. Tlie NRL/2019/5PNV
contains plant based protein and herbal extracts of Wthaniq
somniJbra and Aloe vera. The plant based proteins are easy

to digest and could improve digestion cycle. Witltania
sctmniJbra by virtue of its active constituents is known for its
rejuvenating, anti-stress activity taz). Aloe vera is known to
potentially improve digestion by reducing gastric
inflammation and mild laxative action [a3]. The composition
of NRL/2019/5PNV mnst have contributed to improve
wellbeing of the subjects by improving their energy levels
throughout the day.
After 30 and 60 days there was again
difference between MDQ score in Test
Marketed product treated group. After day 90,
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respectively) between MDQ score in NRL/2019/5PNV and
Marketed product treated group. The NRL/2019/5PNV
proved to be rnore efficacious in improving mood status in
subjects than the marketed prodnct. The effect could be
attributed to the improved physical starnina, energy levels
and rejuvenating effects of Withania sominiJbra as a

combination [42'aa].

Quality of sleep determines physical, mental well-being and
work productivity. It was demonstrable from the sftrdy that
NRL/2019/5PNV is more efficacious in improving sleep
quality in subjects. The assessment was performed by
Pittsburgh Sleep Quality Index. The NRL/2019/5PNV
showed significant p<0.001 improvement in healthy
uninterrupted sleep pattem in subjects. There is much
stronger linkage in improvernent of quality of sleep and
energy levels. The relationship is witnessed in this research.
The available soientific data support the conclusion that
Withania sominifera is a real potent regenerative tonic
(Rasayana of Ayurveda), due to its multiple
pharmacological actions like anti-stress, neuroprotective,
analgesic and anti-inflammatory etc. It is useful for
prevention stress related sleep deprivation. The effect could
be attributed to rejuvenating action of Ll/ithania sominifera
[4s].

Stress is psychological phenomenon and is greatly
influenced by individual's ability to perceive the state of
stress. The perception to the stress is largely dependent of
lack of physical stamina, energy levels, digestion and
healthy sleep pattern. NRL/2019/5PNV has demonstrated
significant (p<0.05) reduction in perceived stress score from
30 days of treatment up to 90 days when compared to
marketed product. Protection to the human physiological
system against diverse stressor, recent studies shows that the
Withania soruinifera having adaptogens which could induce
a state of non-specific increase of resistance to affect
intemal homeostasis. The adaptogens improve the response
to stress and help the body to adapt by normal physiological
processes in times of increased stress. The anti-stress
activity of Withania sctminifera must have contributed
throngh its adaptogenic action to combat stress situation.
Antistress and adaptogenic properties of Withania
sontinifera have been investigated in all these sfudies using
adult rats were carried out by swimming elldurance stress
test[a2].
The right combination of essential vitamins and minerals are

very important to keep the health and wellbeing to its
maximum. NRL/2019/5PNV has blend of multivitamin and
multimineral to improve and restore the normal physiology
of body and exert irulnnomodulatory and antioxidant
potential. Orrrega 3 fatly acid present in NRL/2019i5PNV is

known to restore cellular functioning, integrity and energy
balance. Omega 3 fatty acids are cardio protective,
neuroprotective nature.
It is well researched fact that protein's nutritional value also
depends on its rate of digestion in the gastrointestinal tract.
Whey proteins were digested more rapidly than casein.

Whey proteins, which are highly soluble in acidic
conditions, pass through the stomach and are rapidly
hydrolyzed irr the duodenun, causing rapid absorption. Soy
proteins are digested faster than casein and are slower than

. whey proteins. Thus, the postprandial muscle protein
;1.-synthesis rate is more in whey and soy proteins than milk

ins. Plant proteins like rice and pea proteins are not as
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improve short term goals in body composition and help in-skin, hair and nails health. It can adjust the overall
digestibility of the protein blendta6l.
After assessment of Digestive Behavior Score following
were the observations. At day 30, 60 and 90 of treatrnent,
there was significant decrease in the mean score of bloating,
post prandial fullness and constipation (p<0.001
respectively for 30, 60 and 90 days) in NRL/2019/5PNV
treated group than marketed product treatecl group. At day
30, 60 and 90 there was significant decrease in the mean
score ofloss ofappetite (p<0.001 respectively for 30,60.
and 90 days) in test treated group than marketed product
treated group. There is significant decrease in occasional
abdominal pain and heartburn in NRL/2019/5PNV treated
grorrp as compared to marketed product, at day 90
(p<0,001). The results suggest not only the ease in digestion
of the NRL/2019/5PNV but also improvement in overall
digestive behaviour. The attribution might go to the
balanced blend of Whey, soya and plant based proteins like
rice and peas together with goodness of Aloe vera as a

, digestive promoter.
( Earlier epiderniological studies demonstrate that poor

glycaemic control is an independent risk factor for CVD.
Whey protein administration has been demonstrated to
reduce postprandial glycaemia, mediated through various
mechanisms including an enhancement of insulin
secretion. Whey protein ingestion has also been shown to
elicit an incretin effect, enhancing the secretion of glucose-
dependent insulinotropic peptide and glucagon-hke peptide-
1, which may also influence appetite regulation and'
glycemic control t471. Soy protein is repofied to possess low
glycemic index, suggesting that soy protein tend to improve
control of blood glucose and insulin levels. Plant proteins
like rice and pea proteins are reporled to alter the glycemic
and appetitive responses as per a clinical trial conducted
which help promoting glyceraic control t481. The research
evidence suggests a possible effect of Aloe yere on glycemic
control inprediabetes and type 2 diabetes.
In the present shrdy, though random blood sugar is not
significantly reduced, but the HbAIC levels are

, significantly reduced in NRL/2019/5PNV treated group than
\ that of the marketed produce treated group. This can suggest

possible potential of NRL/2019/5PNV in improving
glycemic control by virfue of the protein blend and herbal
blend present in product.
Pre-diabetics are at risk of developing type-two
diabetes. Many of the Indians are at risk of development of
diabetes in near fliture as a result of borderline or higher
levels of blood sugar and cholesterol levels. A randomized'
controlled trial with pre-diabetes reported reduction in the
clrolesterol levels after treatr.nent of Aloe vera extracts[s01.
The lipid-lowering effect of a soy-based protein supplement
was evaluated by researchers in patients with
hypercholesterolemia. It was evident that soy protein
supplementation may effectively reduce serum cholesterol
levels and therefore is 'likely to diminish the risk for
cardiovascular disease. Previous studies have suggested that
whey supplementation may have beneficial effects on lipid
profile. Whey protein proved to be modest in lowering total
cholesterol and triglycerides.
In the present study there was significant (p<0.05) reduction

VLDL in NRL/2019/5PNV treated group at
treatment.
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GHQ-9 is a standard questionnaire to assess Quality of Life.
The assessment of the GHQ-9 score depicted that there was
improved score at day 60 and 90 in NRL/2019/5PNV
treated group than marketed product treated group.

11. Conclusion
NRL/2019/5PNV is safe and effective in promoting health
and wellbeing in healthy adults. There was increased
physical endurance by NRL/2019/5PNV treatment indicated
as VO2 max compared to marketed product. This can be
linked to exercise motivation, work efficiency and improved
quality of life. The NRL/2019/5PNV was equally tolerared
and corrpliant as that of marketed product.
NRL/2019/5PNV was better in improving energy levels of
the subjects throughout the day, elevating mood, improving
quality of sleep. Together these parameters are true
measures of wellbeing. NRL/2019I5PNV is promoting
wellbeing and thus its consumption can elevate health
status. NRL/2019/5PNV was found better in reducing the
perception to the stress and thus improving quality of lif-e.
NRL/2019/5PNV improved digestive behavior of the
subjects like reducing constipation, bloating, and loss of
appetite and post prandial ftillness. These are essentially
complaints with sedentary lifesfyle. NRL/2019/5PNV
consumption is suitable for people with sedentary lifestyle
experiencing digestive disturbances. There was improved
glycernic control indicated as significant reduction in
HbAIC in NRL/2019/5PNV. A balanced blend of proteins
like whey, soy, rice and peas along with proportionate
vitamin and rnicro mineral fortification and addition of
rejnvenating herbal extracts like Withania sominifera and
Aloe vera is definitely providing better assimilation of the
product and efficacy.
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Randomized Control Trial to Assess the Efficacy and Safety of
NRL/201 9/5PNW with Micronutrient Fortification to Promote
Health and Well-being in Woman in Fertile Age
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ABSTRACT
Background: Women appear with gender speofic nulritional requiremenls
iitaL rray aiiecL Litcrr weii-iteirrg. Tire rruLrjLionai rcquirernents are rirere
tor women in rural, suburban arrci urban regions altogether. Oblective:
Netsurf Communications Pvr. Ltd. has develooed the NRLi20i9/5pNW
for the women ro help manage thetr health and wellness. The current
research is designed to assess safety and ef{icacy of the test product.
Methods and Matenals: lhe trral rs randomrzeo. controlleo prospectrve
clinical trial. ln the present studv, 1i0 subjects were screened.Total 100
sublecl< 'l,ere considered gr,2lr-l3hlg c?ses ai tho 3nd of rhe Stu.lv 1.1 irl
iest and Marketed product treated group. Results: Tesl product was bemer
in activity than ntarketed product in improving energy levels of the subjecis
throlJghout rhe day, elevating mood, rmproving quality of sleep and reductrrg
stress. lmproved glycemrc conlrol and reductlon rn iolal cholesterol levels

IN'i"RCIDUCTIOru

A wonran'.s nntritional and fitness reolrirements are different than men
as there are indeed some special requirerrents of rnromen to lose fat,
gain muscle and look lean. Protein maintain cellular structu-res, hair,
bones and connective tissue. Proteins account for digestive enzymes,
irnmune sl.stem and muscle strength. Immune system functionality
can be improvised by proper protein supplements. Bone health and
density keeps bones strong and minimize the densitv loss that could be
anticaking. Proteins heip hair and nails looking heaithy anci strong thus
improving tvellness cluotient.I

Whey protein, soya protein together ivith vegetabie proteins iike rrce,
pea is a better blend in terms of presence of amino acids present and
digestibiiity arirl. ihus assinilation. Plant-based proieirls ter1d. to be
lowet in calories and fat than animal proteins and higher in fiber and
essential nutrlents. Pllnt-based prcteins rnade..r'ith pess cnn prornote
muscle thickness gains. in turn vegetable proteins help reducing Itunger
cravings, are easv at dieestions and leads to less gastric distress than
animal based source.:

\A/omen have qender specific nutritional requirements that mav affect
rvellbeing ald there is great need to address the same. The requirements
are thcre in rural, sub-urban and urban regions altogether. Anatomy and
physiological stages of fernales and role of sex hormones throughout
liietime present nutritional challenges requiring special attention.3
Physical demands on females during fertile age affect nutrition, appetite
and health status. Cultural and social factors resulting in stressing
gender-specific roles, boci,v shape and rveigirt put lvoman on r-isk of

were significantly reduced in test group which has preventrve potential
I rTt, oTr ..-ur rrreLouurru urocosvr. Lcis uvLi,!i !r ieUitietri utt, nliitt Lus. rtebrec

group suggestive oi improvement in tinmune status of females.
Conclusion: NRI-/2019/5PNW is safe and effective in prornotirrg health and
wellbeing in females in tertile age.
Key words: Curcumin, Energy level, Protein supplement, Soya. Whey.
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eating disorders and seeking unhealthy methods to lose rveight. Neural
and hormonal factors associate to mood srvings and perception to stress
in rvoman life.a Women present many nutrition-related concerns from
iveight maintenance to bone health. By taking in to consideration the
special need of good protein for women, the Netsurf Communications
Pvt. Ltd. has designed and developed the NRL/2019/5PNW fbr the
women to help to manage health and r.r,ellness. The present study
airls and clinical valiciali<-rn of safety and ellicacy of rvornan protcir.r
supplement in their fertile age.5

MATERIALS AND METHODS
Tne study was initiatetl after Eihics CoinmiU"ec approval aird
subsequentregistration of studyon CTRIrvebsite (CTRI/2019/1 0lOZt7 17

[Registered on: 18/10/2019]). The study was conducted as per Good
Clinical Practices guidelines. Patients were enrolled in the study only
after registration ofstudy on CTRI website.

The primary objectives of the study were to evaluate efficacy of
NRL/20I9/5PNW and marketed product in fertile women by assessing-
daily energy levels, menstrual r'egulation, changes in biochemical
parameters, inmuniq' via number of events of recurrent UTI/RTI etc.,
changes in hormonal profile.

The secondary objectives of the study were to assess- quality of iife
(Physical, mental and social) General Health Questionnaire-28 (GHe-
28), changes in mood behavior, sleep quality questionnaire, perceived
stress questionnaire, safb[y assessment.

This is an open access article distributed under the terms of the creative commons Attribution-Noncommercial-shareAlike 4.0 License, which allows others
lo remix, tweak, and build upon the work non-commercially, as long as the author is credited ancl the new creations are licensed under the identical terms.
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lnclusion Criteria
Ferlile -vVon'ren Ageti lE - 50 years wii.h Bl,iI in the range of 20-26 Kg/mr
were incorporated. Subjects having good physical condition and sound

mental status and in the judgment cf the principal investigatoq able

to comply with protocol requirements were included. Subjects willing
to sign rvritten informed consent and wllling to abstain from use of
additionall,itamin or mineral supplements, nutritional supplements and

or medical foods if applicable were recruited in the trial.

Exclusion Criteria
Subjects lvith medical history of any major il1ness such as cancer,

heart disease, COPD, Asthma etc. in the past were excluded. Subjects

with history of any acute or chronic iiiness that may afect the patientt
participation in the study were exciuded. Subjects on prescription

rnedications and/or nonprescription medications foi llright loss lvere

not considered in the study. Pregnant and/or breast feeding subjects,

not rvilling to participate in studl', subjects with history ofhysterectomy,
IUI and IVF Subjects with PCOS and or on any hormone replacement

therapy were excluded. NRL/2019/5PNW powder is approved by FSSAI.

It contains protein blend (u,hey protein concentrate, soy protein isolate,

pea protein isolate, rice protein isolate), milk solids DHA (omega 3-A1ga1

source), curcum i n, shat av ar i extr act, multivitamins and multiminerals.

As per computer generated randomization list, subject rvere either be

randomized to test or marketed product group in 1:1 ratio. Dose of I0
gm. in the morning with 150m1 of milk for 90 days were administered.
Visit sche<iule were on 'baseline visit, day 3Lt, 60 and 90.

Study procedure
Fertile female subjects of age beE*,een 18 to 50 years of age (both
inclusive) attending outpatient department ofstudlr sils(s) rvere screened

for eligibility criteria. On screening visit, a l,ritten informed consent

was obtained from subjects for their participation in the studv. Subject's

demographic details and clinical examination was recorded. Subjectt
medical, surgical and treatment history was taken. Subject's current

medication if any was noted in the case record from (CRI). The subject

was considered for further evaluation as per the inclusion and exclusion
criteria. Ati biochemical parameters were recorded at screeninfl visit.
During screening visit and the entire study duration subjects were

advised to reirail frorn aliioxida.ni agents, viiartriris, al[i-illlarturratory
drugs, hormones, Nutraceutical, Ayurvedic, Siddha, Unani, herbal /
homeopathic medicines. Subjects r.r,ere checked fcr cccurrence cf any

adverse event during screening period. Subject's daill' en..O,' r.r"rt,
changes in menstrual regulation, anthropometric analysis and immunitv
events 'were assessed. Subjects were assessed for follorv up visits after
every month up to 3 months. On last visit the biochemical tests were

repeated. All clinical and questionnaires rvere assessed for all visits. All
the subjects were closely monitored for any adverse event.

Table 1: Assessment of Mood Disorder Questionnaire (MDQ) Score

between the groups.

Duratlon
(Days)

Mean Mood Disorder Questionnalre (Mean + SD)

Test (N = 50) Marketed Product (N = 501

Sample size consideration
Saurpie size calcuiai-iorr is derived iaking cousicleraliorrs o[ prinrary zurd

secondary outcomes by a qualilied statistician. The software used for
rrlrrrlerinn n{ se--l- qi?a ic SPSS '.'ersion 10.0J1 uor.r^! ur..! ru l

RESULTs

Demographic details
r-- !I-^ ----^^--r ..--l-- i1^ ^--L:.-.^ -,.---^ ,^.-^^.-^J n..r ^t- rln.,,.L:.-,-lrl rllc Plcscrll sruuy, lIU suu]cLln vvLlE JLlcsrlcu. vu( ut rrv ruuJcL(J)

3 subjects were screen faiiure and 7 lost to follow up in the study. I00
subjects \e-erc consi<lered evaluable cases at the end ofthe snrdy 50 in test

and 50 in Marketed product treated group.

Out of 100 completed srrbjects, the mean age ofTest group subjectq in
were 35.67+ 8.01 years and the mean age of lvlarketed product group

subiects was 34.38 + 7.36 years. If c<-mpared between the gloups, the

difference was statistically insignifrcant.

Assessment of mood disorder questionnaire (MDQ)

score
There was significant (p<0.00i) increase in MDQ score in Test product
compared to Marketed product treated group after day 60 and 90. The

resuits are given in Tabie 1.

Assessment of Pittsburgh sleep quality index (PSQI):

There rvas significant decrease (p<O.OOt; betrveen PSQI in Test Product
.rnrl Mrrlr.tprl nrnrhrt 1"o"to.1 -'n',n "ii",' da,.6n 1nd gn Jhe results sre

given in Table 2.

Assessment of perceived stress score (PSS)

There was signilicant decrease (p<0.001) between PSS in Test product
ancl Marketed product treated group after day 60 and 90. The results are

given in Table 3.

Assessment of general heath questionnaire-28 (GHQ-28)

score
At 30, 60 and 90 days there was significant (p<0.001) increase in GHQ-
28 score of Test prociuct compare<i to iviarketed pro<iuct treated group.
The results are given in Table 4.

Assessment of energl, audit questionnaire
The freq,-rency distribr.rtion of energl. avgnls il.epicted dilference !n "yer),

High" and "High" score is increased significantly in test treated group
than marketed product treated group. The results are given in Table 5.

Assessment of anthropometric parameters
There were significant (p<O.OS) reduction in fat o/o at day 60 and 90, in
test group when compared to marketed product lreated group. 'Ihere

Table 2: Assessment of Pittsburgh Sleep Quality lndex (PSQI) between
the groups.

Duration
(Days)

Mean Pittsburgh Sleep Quality lndex(Mean + SD)

Test (N = 50) Marketed Product (N = 50)

Baseline

30

2.04r0.51

2.04i0.47

2.4Ir0.54**

/.*r =U-)U

1.9810.63

2.0010.48

2.02!Q.40

1..0Er0.46

Basclir-rc

30

5.32!2.37

4.28!2.40

2.48+1.47**

2.04+0.84',.

5.43!2.37

4.85r2.44

4.95!3.47

60

90
60

90
By ANOVA muJtiple comparison l'est: P > 0.05 Not Significant; significant P<

By ANOVA Tesr p > 0.0s Nor Significant; significantp< 0.01',p<0.00f 
)16;;;1.1._rr',p<0.00r**
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were significant (p<0.05) reduction in visceral fat Yo at day 60 and 90,
in test group when compared to marketed prodnct treated group. There
was small increase in body weight in both groups after treatment but the
comparison was not significant.

Assessment of iron profile
There was significant (p<0.05) increase in serum iron in test group
rvhen day 90 results (73.45+22.51) rvere compared to baseline results
(69.14+27.02) of same group. There was significant (p<0.05) increase
in ferritin levels at day 90 between test and marketed product treated
group. The mean values offerritin rvere 51.34+5.98 and 45.27 in test and
marketed product treated group respectively.

Assessment of hormonal profile
The hormonal ranges were normal in ali subjects anti there was no
significant changes in serum levels of FSH, LH, PRL and testosterone
after Lreaturent rvii-h test and rnatketed producl treatcd gr-t-rup.

Assessment of immunity events by recurrent RTI/ UTI
Total of 15 subjects of test group reported average of 15 events of RTI/
LrTI prior to last month of trial commencement. Total 10 subjects (20%)
reported recurrent episodes of either RTI/UTI during three months
period. Total l2 subjects of marketed product treated group reported
average of at least 13 events of RTI/ UTI prior to last month of trial
commencement. In marketed product group, 15 (30) subjects reported
lB events ofrecurrent RTI/ UTI during three months period and found
to be completely resolved in two to three days.

Assessment of menstrual profile
Total 5 subjects out of 50 ie l07o of test group subjects' experiences
profuse blood flow at baseline ofrvhich only 2 subjects were reporting
profuse blood flow afier 3 months of treatment with test product. In case
of marketed product, 4 out of 50 of marketed product group subject's

Table 3: Assessment of Perceived Stress Score (PSS) between the
grouPs.

Duration
(DaYs)

Mean Perceived strcss questlonnalre(Mean + SD)

Test(N = 50) Marketed Product(N = 51 )

u,..,,lr-,

30

60

90

By ANOVA multiple comparison Test: P > 0.05 Not Significant; signficantp<
0.01., p<0-001**

Table 4: Assessment of ceneral Heath Questionnaire-28 (GHe-28)
S(ore between the groups.

Duration

(Days)

Mean General Heath Questionnaire-28(Mean r SD)

Test (N = 50) Marketed Product (N = 50)

Bascliire

30

60

90

By ANO\4\ rnultiple comparison Test: P > 0.05 Not Significant; significant
p<0.001**, p<0.000 1***

experienced profuse blood flow at baseline and 5 subjects were reporting
profuse blood flow after 3 months of treatment with test product.

Changes in Mean parameters of complete hernogram,
liver, renal, thyroid function test, serum insulin and
random blood sugar levels
All the parameters in the complete hemograrn, liver, renal thyroid
function test, serum insulin and random blood sugar levels were
within normal range and comparable between groups at baseline. After
treatnent at day 90, mean value of parameters of said parameters did not
shon, any significant change from baseline in test and marketed product
treated groups. The diference was statistically insignificant.

Changes in mean parameter of lipid profile
There was signfficant p<0.05 reduction in total cholesterol of test
product treated group at day 90. The results are given in Table 6.

Changes in mean HbAI C
After completion of the treatment, ther.e was significant decrease in
HbA,. level in test treated group compared to marketed product treated
groups. The results are given in Table 7.

Changes in vital parameters
Pulse, respiratory rate, blood pressure of subjects ofboth the groups lvas
within normal limits at baseline visit. After completion of the treatment,
no significant change ia said parameters.

Tolerability of study drugs assessed by physician and
subjects
As per physician and subjects, all the subjecrs (100%) from both the
groups reported excellent tolerability to given intervention i e test
product and marketed product.

Profile of adverse events
There were 20 (40Yo) and 18 (36%) subjects reported atotal of24 and26
adverse events during the study period respectively in test and marketed
product treated group. These adverse events included fever, menstrual
pain, hlperacidity, injury, body ache, urinary irritation, cold, heartburn
and headache. 'Ihese adverse events lvere resolved completely after
rescue medication r,r,as given. Study treatment was not stopped during
these adverse events. All [hese adverse events were not i:elated to the
study drug.

DtscusstoN
V/omcn ofreproductivc agc cxpcricncc many cmotional disturbanccs, of
rvhich 20-50% percent have a broad symptomatology. These emotional
distress could be a sign of premenstnral syndrome that could he not
distinguished presentation so far. Mood fluchrations are very common
and profound syrnptom in many woman r.r,hich affects her quality
of life. The irritable and depressed moods alters the perception to
the stress triggers and develop perceived stress.6 In the present study
NRL/20f9i5PNW found to be significant in improving mood stahrs
in females than in marketed product treated group from day 60. The
activity of the NRL/20I 9i5PNW would be due to improved energy levels
due to protein intake and micronutrients supplementation Iike vitamins
and minerals.

Women sho.lv up with poorer sleep quality than men and possess risk for
ilsomnia. Disturbed sleep could be attrihuted to reproductive hormones,
stress, depression, aging, societal and family liabilities.i Reduced
Pittsburgh Sleep Qualty Index indicared rhat rhe NRL/2019/SPNW

l 7.50r3.34

17.17!2.51

I 1.93+3.43**

1 I.6314.53**

17.52!3.05

17.5?.!3.t1

I 8.3614.96

57.4I+8.34.*

71.39t6.04.*'

78.9815.55***

47.6 i 15.38

43.43!5.98

58.8219. l8

6r.8419.44
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Table 5: Assessment of Energy Audit Questionnaire Mean Score between the groups.

Mean Energy Audit(Mean t SD)

Energy Level Test (N=50) Marketed Product (N=sol

Day 30 Day60 Day 90 Day 30 Day 60 Day 90

High

Moderate 35.35t i 1.70

Neutral 38.39+15.09

Low 15.22!10.37

Verylorv 19.93J21.28

11.351! !.1 3 2+.45!7.61 3.9ir-!.00 !0.73+8.69 l-1.0:15.34

6.05t4.45 19.43+14.81 23.4t!7.73

34.09114.57 37.66+10.93 32.84+9.00

39.1lrt5.76 37.8?+14.44 25.70!9.05

15.23+10.93 8.77+5.24 2.59!2.35

20.36!?1.25 5.18+4.73 0.8611.64

4.0013.93

5.9614.85 -il.52rl0.t5 27.96!7.26

23.61=7.77

20.78+6.t4

27.l1t9.6)

24.6119.86

7.78+4.80 2.57 !2.40

4.67!3.9t 0.91t1.98

By ANOVA multiple comparison Test P > 0,05 Not Significan$ significantp<0.001**,p<0.0001r**

Table 5: Changes ln Mean parameters of lipid profile between the groups.

Mean(Mean t 5D)

Lipid Profile Test {N = 50) Marketed Product {N = 50}

Baseline Day 90 Baseline Day 90

Total Cholesterol (mg/dl)

Cholesterol HDL Direct (mg/tll)

Trigli'ccridcs (mg/dl)

LDl. Cholesterol (mg/dl)

VLDL Cholesterol (mg/dl)

164.2?!28.42

5.1.571r 1.69

i03.65120.61

25.98110.09

r55.26+32.62*

52.96+13.54

r 10 f, 1ICO ?E

101.76+25.69

27.i8+10.4?

r66.91+30.20

56.t7+l 1.92

108.12+18.1 I

26.56+9.43

169.70+25.40

55.351 12.52

106.93+16.65

28.76+t0.44

By Student's t Test: P > 0.05 Not Significmt, P<0.05 Significmt*

treated group experiences less disturbed sleep t'ith less rnid night
awakenings and sleep latency however improved onset of sleep and

duration of uninterrupted sleep etc.

One of the most widely used tool for measuring the perception of stress

is the Perceived Stress Scale (PSS). This scale evaluates the degree to
which situations in one's life are judged as stressfrtl.s At da}, 66 *U ,0,
NRL/20I9I5PNW demonstrated significant reduction in PSS suggestive

of lesser appraisal of stress in situations of iife by subjects treated r+'ith

NRI/2019/5PNW. The reduced perception to stress could be due to
re<iuce<i moo<i fluctuations, improve<i sieep and energy ieveis.

Table 7: Changes in Mean HbAt e% between the groups.

Ouration Mean HbAl c %(Meant SD)

{Days) Test (N = 50) Marketed Product (N = 50)

Baselile

90

5. l7+ 0..19

.1.68+0.51'

5. l 5t 0.52

-5.18+0.5{

cr,.tr^-r'- i r^-i - D. n n: NI^. C:--;€-^-+ D -/r n c Ci--;6-^-i"v.uJ r\ur Jr6,r,,"!4

NRL/2019/5PNW treated group can plove beneficiai in preventing these
The assessment of the GHQ-9 score depicted that there was improved complications.
score at day 30, 60 an<i 90 in NRt/20i9i5Pi{w- treated group than Ferritin is a protein that stores iron. Ferritin are present in hepatoc}res
marketed product treated group' and reticuloendothelial cells. The ferritin binds to another substance
Physical health and weil-being is feeiing of energy zurd stamina. There called transferrin. It combi'es with itrritin to transport it to where new
was assessment of energy audit questionnaire to assess subjective red. btood ceils are made. Its not only important to have normal iron
-1.^^-^. ^6 +1,^ ^^---, I^,,^1" ^F +L^ .,,I-i^-r J;,;.1^.-I i- / ^^-r. ^€ A-,, i ^ciiul8us ur irru cirui6,) iuvuls ur Liiu suuisrt uiyrquu ttr I ydi(s ur qd) r's' levels, but should have enough stored iron. From the data of present
early morning till breaklast, Breakfast to lunch, Lunch to evening snack study it is demonstrated that NRL/2019/5pNW improved ferritin levels
time and late eveninq to bedtime' The energv levels were divided into significantly at day 90 rhan marketeri product. in tire data obtair)ed
Very high, High, Moderate, Neutral, Low and Very low depending on ._u --..,__
the expression of the e,ergy at particular time.erhe *oj#;;;ili ':^t::11^terum 

iron' total iron binding capacity and transferrin %

their reading in terms o[ score for the day. The results Jr. .*p..rr"d ai'c incrcased in both grouPs magnitude rvisc but non-signific-ant in

as mean score and frequency of events in each ..".. ,il. T#;;;;, foln1.'ito"' 
Iron helps to preserve many f ital functions in the body'

i..l".li.d d.h.r"i anF"or, ,n.l f^.'rr cqctrnintectinal nrncpcce< lhe
signihcant increase in shitt of individuals experiencing Very High and ,_---: :"
High energy evidences than Low, Moderate and Neutral .r.r'gy r?r.i 

" 
im.mune.slrstem and the regulation of body temperature' It indicated the

liRl/20i9i5PNtrv treatedgroup thau thair.rlmarker,edp.u,l,rli.Err.rgy, ability of NRL/2019/5PNw to impro,e iron profile in fert'ile t'ema'les'

levels are stroflgly depend on the muscular strength and vitality toget# This could lead in improved energy' stamina and health status'

rvith irnprc-red mood staF.is and reduced. perceived stress As there are positive changes in the energ,v, stamina, mental state and

Excessive visceral fat is associated with decreased insu.lin sensitivify qualiry there are positive changes in immunity status as indicated by

,a,hich !n turn increases risk to cardiovascular disease. In case of il,ornan events of URI/ RTI in treatment months'

the visceral tat can induce deposition of reproductive hormone and Recent research evidence that curcumin has strong anti-inflamrnatory
thus potentiates risk of PCOD etc.to The reduction in visceral fat in and antioxidant activities and modulates inflammatory responses

,,-:(:*:S;; ''.
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(.r

which are underlying cause to mauy diseases. Curcunrin possess
inrmunomodulatory effects with multilaver response such as effect on
l1'mphoid cell populations, antigen presentation, humoral and cell-
mediated immunity and cytokine production. Curcumin present
in NRL/2019/5PNW can play good role in modiffing immunirl' of
subjects.rr NRL/2019/5PNW possess extract of AspLtragus racelfloslts
ieshatavari. fhe roots of shatavari are tonic and diuretic and galactgogue
and possess ulcer healing efect probably via strengthening the mucosal
resislance or gasi-ro-cyioproiection- A. ruccntosrts is wi<ieiy used from
ancient times in keeping woman health by virtue of antihepatotoxic,
immunomodulatcri, efects, irnmune adju.,,ant effect, uteri::e tonic
and general tonic and reiuvenator properties.i2 Gtycemic regulation is
thought to be a key in maintaining healthy metabolism and preventing
many metabolic diseases like diabetes, cardiovascular diseases. Protein
supplemer:ts changes all paradigm of metabolism and manages to get
good glycemic conditions when person is not no high fat diet.i3 Sov
protein is reported to possess iow glvcemic index. Plant proteins like
rice anti pea protetns are reporteci to aiter the giycemic and appetitrve
responses.r{ In the present study, though random blood sugar is not
sigiiificai-,t'iy icd'.icc.l, bui ihc IIbA,. Icvcls arc signifiiantly ic.jiictd iit
NRli2O I 9/5PNW treated group.

It rvas cvidcnt that soi' protcin suppicrncntaiion may cffecti-,-cly rcducc
serum cholesterol levels and therefore is likely to diminish the risk
fbr cardiovascular disease.rs In the oresent studv there was signilicant
(p<O.OS; reduction in total cholesterol in NRL/2019/5PNW treated
group at day 90 of treatment.

CONCLUSION

In comparison to malketed product with a protein blend with
multivitamin, NRL/2019/5PNW showed marked impr.ovement in
stress score, sleep pattern, glycemic control than n-rarketed product.
NRL/2019/5PNW produced reduction in cholesterol levels and visceral
iht tiran markete<i product. 'ihere was no significant post treatment
change in biochemical teats in both the groups, suggesting both the
d.rugs -'v-ei'e safe iir liuir-iarr subjects. Tlius i{RL/2019/5FNW is sate ..iiid

effective in promoting health and rvellbeing in fertile females.
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Date.2611212020

Io:

Dr. Madhavi Deodas

P.D.E.A.s Ayurved Rugnalay and Sterling hospital, Nigdi, pune

Ref: Protocol no. NRU201gispNK

Subject: Study Close-out Visit for Randomized control trial to assess the efficacy and

, sofety of NRU2019/5PNK with micronutrient fortification to promote growth, health and\ wellbeing in children.

Dear Dr. Madhavi Deodas

This letter is to confirm Study Close-out Visit for the above listed protocol conducted at
your site. Following data is verified over accuracy of information and compliance
related to the protocol:

I

' CRFs, medical charts, and @nsent documents for allenrolled subjects. Investigato/s Site File. lnvestigational Product Supply/Dispensing Records

This letter is issued by undersigned as the gesture of the conclusion of the close out
visit, any outstanding issues, and to review your continuing investigator obligations.

The ClinicalStudy Report is submitted along with the lefter.

Please do not hesitiate to contact for any concems or questions.

Sincerely,

fig*''Y,
Dr. Puja BhaleraotJ,. rr.|la E,ttctErct{, \ .n-:-
DePt. MedicalAffairs --{.';..
Mprex Healthcare Pvt. Ltd.
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A randomized controlled trial to assess the eflicacy and
safety 0l children's health supplement nith micronutrient
fortilication to promote groufih, health, and wellbeing in

children

Priya l$are', Omtar Xultamil, Anui Agraralt, Gayatri Ganu2, iladhavi 0eodas3
lNetsurf 

Research Labs Pvt. Ltd, Pune, Maharashtra, lndia, 2clinical Research Unit. Mprex Healthcare, Pune. Maharashtra. lndia, 3Pune District Education
Association, Pune College ol Ayurveda and Slerling Hospibl Research Center, Pune, Maharashtra, lndia

Background: Proteins are one o[ the strong pillars of sound physical health and cognitive abilities. Protein and micronutrient tleficicncy can
hamper the health and grorvth of many children globally. delaying their physical and rnenral improvement and increasc pronencss to
infections. The cuu'.*nt research depicts the ef icacv and safety of the children's health supplement with micronutrient fortiticarion to pronrote
growth. health. and wellbeing in children. A multicenter randomized contmlled trial. Illaterial and l\lethods: Two centers onc bcing a
teaching institute with a ho.spital and the second one private hospital. Total l0-5 subjects visiting the out patienr departmenr (OPD) section
participated of s'hich I00 completed the trial u'ith fivc'being dropped oul as lost to follow-up. Children's health supplement (NRU20I9/
5PNK) contains essential vitamins. minerals. herbal extracts together with a blend of u'hey. soy. pea. rice proreins. and milk solids. It was
consumed as 90 days' treatntent in a dose of l0g daily u'ith 150 mL milk- Children's health supplemens improved anthro6rmelric parameren
and growth of children indicated by heieht-to-age and weig}t-to-lge :-scorcs defined by rvorld healrh organizarion (WHO). Results: There
wx a15.1(lc/c increased physical endurance by children's health supplenrent. Enhanced inrmunity sratus indicated by rctluced illncss epistxles
and missed school days. Children's health supplements inrpnrved child's eating behavior and cognitive perfbmrance better than rhe mlrkelc'd
product. It u'as found *ktterin improving dige;tive behaviorin children. Conclusion: Children's health supplement found saf'e and ellective in
promoting -gronlh, hcalth. and rvellbeing in healrhy children.

Keywords: Nutrition, physical endurancg wellbeing. :-score

(

CTRU20lg/l ll02 I 993-Registercd hospeaively.

tNTH0DUCT|0il
Scientilic background and rationale

Protein and microuutrient deficiency can im@e the health
and growth of ruany children globally. It can delay their
physical and mental improvernent and increase prorcness to
infections. Protein deficiency could result in a negative
nitrogan balance. Essential amino rcids contribute dre most
to the nrental and physical health of rhe child. There are
several symptons of protein deficiency thal ofteo are
overlooked such as fatigue, lack of corrccntratioo, slowed
growth, ard lowered immunity. As per a sndy conducted by

,A,bbott Laboratories- one in seven school-aged children in the
US is not consuming enough protein: the numbers are alnrosl
double in developing countries like lnclia.lll Protein uutririon
is one ol'the strong pillars of sound physical health and
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cognirive abilities.l:l Undemutrition \\.ith proteins and
inf'cction i.s a vicious cycle. along with deteriorating illnes.s

and declining nutritional staius. Protcin undernutritiorr couki
be the olain caus() of the imntuntxonrprornised statr-.

such children are lno,'e prone to glstrointr-stinat (GI) and

rcspirator), inl'cctions- and it is imgrrtant to consider
opportunistic infections such as 

"'iruscs, 
srdll1-rlc!r-ltivc

bacted:r. fungal. and parasitic int'estations. Undernutrition,
lo*, grou.lh rale. ovenve ight. micr-onutrient dcrt-rcicncic-s. and

osteopenia are nutritionai son-lounder--! that afl-ect the

i nipairnrent netirologicalh,.i-' 
j

The stage ol'_srou1h in children is de tined bl the atlributes ol'
height and u,eig}rt. For atttiring the slurie, all nurrienis rnus{ bc

ingestcd. ai.rsorbed. rnetairolized. and ercrctu-d prolrcrl-l' since

better assimilatiou tr:.rnsiates to nutril.ional suflicicncl'. In thc

case ol- children- tlreir nretabolism is a ccnstantll' c:'ohing
nreclr:urisnr rnd not a fired combinatitin thlt could rvork. but
el-s1, rligestitrilitv rrill niake difl'erense in tretter assinrilation.i'i
Flnrilies u'ith a lon socit*conornic status olien hale littie
accc.\s [o nricronutricnt-rich tirods like lruits. r,egctables-

nreat. ilsh. and dairy. In affluent profile l'a-rriliL's. pr'olein

nialnourishnrenl. can result irom elcessivc ingestion ol latt-v.

carlxihS'clrate. and sugar-tich frxrd.lsl ,\ t-ide range o1'traditional
as rve ll as contern[x)mn' health products is available lbrehildren
and the pressurt is <xr the homenraker to kcu'p thc liealth of
the children up lo the m.u'k. There is a sreat need fbr a researched

product rvith provcrr safely and eil'cctivencss to ccrrnpleteiv

rel-\, on the product for child eonsimrptior').

NeLstrrl Cornnruniculions Pvt. Ltd. iu-s deveioprecl childrcn's
nutraceutical suppiL'meot (NRLi2019i,5PNK. hcncefonlt
rvill be termed as tesr product) containing pratein rvith
rtricronutr-ienls hrrtillcatjon. rvith a natural product designed
to promote gLlnerai health and rrellbeing olchildren. to support
the t>ptirrrunr natural -9ro$1h and cle|elopment ot' children.
enharrcr'd imrnunity. and to rhe maintenance ol adequate

natural cognitive function, It contains essr'ntial vitamius,
rninerals. herbal e'xtracts to!:ether u,ith a blend of u,lrer,. so,r'.

pea. riee . andrnilksolids.ltisinpou.derform. l0gof it isrnixed
in water or rnilk lbr consun.rption. The cur-rent research depicts
the efiicacy and safety oI the test prftluct u'ith micronutrient
lortilication to prornote sro\f,'th. lrealth. and ri'ellbeing iu
childrr:n.

Study hypotheses

The hypothesis ol'the research rvas "!Vas test product as

eft'ective as the rnarketed conrparator in safeh. ancl elficacl,
and were therc lny additional benellts oltest product agaiust
the nrarketed prixluct to promote gros,th. health. and

rvellbeing in children?"

MATEHIAL AND METHODS

Trial design

The .strrd-v was a randontiz.ecl. doutrle-blind, parallel-arnr.
contnrlled clinical trial. The sub.iect.s u,ere randornized to
test the producl. or rnarketed ploducl (market conrparator)

of childrerr's hcalth supplement

groilp (comparator is the leading brand of protein supplement
tbr childrr'n) in a I: I ratio.

Ethical consideralion

Thc stucly uas initiated onh- afier rvritlen approlal is obtained
liom the Independent Ethics Cornnrittet-- (lECl and

subseguent registratiou of the stud1, on the clinical trial
registry of lnclia (C.TRI) .,tcbsite. The stucly rr.as conducted

as prr xpprrr\ed prott-rcol and as per Co<ld Clinical Practices
guidelines.

Data a";ailabiiity and CTili registration

After ge ttin.e approi'al fiom the ethics cornurittee. the study u,as

rcgistcred on the C-fRi rvet'rsite. Patients rvere enrolled in the

studi onll' alter registration cri'study on the CTRI ri,ebsite. Thc
Registratitrrr details ol' the study are: CTRV2Ol9llllO2.1993

[regisrered on Novernirer I i. 20] 9l - l'rial Re-gistered

Prospectir eii'.

telection crfteria oi subjects

Thc subjects alorrg rvith thcir guardians/parents i,isiting out

patient departrnent iOPDt of the two trial sites *,ere scLeened

fclr thc inclusion and exclusion criteria lbr the said trial. The

--cubjects uhcr fulliiled inclusion criteria and did not nreet iinv
erclusion criteria had been selected to participate in thc: tdal.

Inclusion criterialorthe stud,\'$'ere: children aged 6 to I I years

inclu-rir-e ([:nth gc'nderl. providins consent hv an undersiancling
ol the stud)' and u,illingness to pilrt;cipatc a: evidenccd b1'

sub-iec:t's prucnt.s aniilor le-cal guirrdian' r lotuntani \\'ri tten

inlbnned consent: leadl' lor con:pliamce: zLnd is u iliin_g. able.

and likell, lo compll,u'ith all study procc-dures and reslrictions.

Exclusion crlleria for lhe study

Follorving rvere the exclnsion criteria: the sub.iect'ri,itlr a knori,n

aller_ey or inloleruncc to the study producf or ingredients. on a

special diet and cannot consume the study product. subject rvith

a currcnt illness rcquiling hospitalization. subject u,ith a GI
int'ection and/or acute diarrhea at the time of inclusion in the

study. and the sub-iect on nrcdication that could alTect

absorption/nretirbolisni of srudy product- The subject is
diagnosed ruith recurrent respirator-r infections due Io cystic
I'ibrosis. activc tubcrculosis. acute hepatitis B or C or HIV.
nraliglnancv (ss per histor5' in the nredical records) lr,ere

cxcluded. as per discretion oi investigatioll: subjecrt u'ith a

histor-v of, diabetes (as per history and docunru'ntation in the

nrcdical rccords), subject Lrcen on antibiotic therap) rvithin thc.

last I month belbre the stail of tlre stud), (bcforc stutli' day i,r,
subject ',r,ith d),sphasia. aspiration risk, and ditficuln, in
su,allosing duc to acrluir-erilcongenitul abnoruralities that

u'ould hamper oral intake of the sturJv product \r:ere

ercluded (as per hislory und clocumentation in the nredical

records): sirb.iect uith a clinicalll' signilicant nutritionili
deficiency rcquiring specitic treatrnent n,ith any other
nutritionai supplement (not stud-v product; as dia-gnosed bv

the investigator u'erl'excluded tbr the safety concern.

ru
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Interuention details

Test product and a market comparator product were

adnrinistered to subjects l0g in the morning daily rvitlt
l50rnl- milk for 90 days' lreatmeot period. The subjects

alon-e r.vith their guardian/purent werc asked to visit over a
schedule ol'dat, 30. 60, and 90 as firllow-up visits.

0utcome measures

The primary objectives of the srud3r \\'ere to ev:rluate the

ellicacy of children's health supplertrenl tvith tnict'onutrient
Irlrtillcation b1,' assessing grorvth - change in rveight [rvorld
health organization (WHO) *-scorel. anthropometry tests.

questiclnnaire tbr evaluarion rrf development artd belra\,ior.
physical endurance by VO2 nta-r in cornparison t'ith the

ruarket conrparator.

The .secoudaq' objectives \\'ere assessment <-rf imrnunity
profilc via a nuruber ol' recun'.'nt acutc uppel' respiratory
u'act inf'ection (URTI). number ot' sick dal's per month
assessed by thEr preseuce of any acute URTI. number ol-

days lequired to recover liunt art episode o{- int'ectiou
appetite score questionnaire. emotional quoticnt
questionnaire. safety biochemical tests. .serunr brain-
dcrived neurotrophic factor (BDNF.1 levels. adrersc events
profiling. elc.. in conrparison r.vith the market comparator.

There u'ere no changes in objcctives irlier the cornm.:ncrement

and conrpletion of [he trial. AI] the outcermes s'ere asse-.sed

at each time point of the study. that is. on dalr: 0- 30. (r0.

nnd 90.

Sample size consideration

Sarnple size c:alculation is derived takin-g consideralions ol
primaq' and secondary outcomes b1, a qualified statistician.
The soltu'arc used for analysis is SPSS version 10.0.

$latistical methods

The safet5' bioe{renrical pammeters s ere analvzed fr-om

baseline to end of the stud1, using studcnt paired and

unpaircd / test. Prinrar)' outconles at b:i-seline and evc'ry r'isit
till the end of the study s'ere anallzed bl arrlrl5,sit ol-vlriance
(ANOVA) lbllorved b1' multiple comparison tests. Otier
variables likc a glotral assessnlent tbr ovu'rall irnprcr'enrent.
tolerrbilitl: of studl' drugs. and advcrsc rrvents rvere analyzed L,,r'

the chi-square test.

Randomizaiiofi sequence generalion

It rvas a rurdonrized study rvherein all the strh.iccts wcre

randornll' alltru*ateC (as per computer-generutc-d
landomization list) to cither ond ol the t\\,o tleannent crrns

in a I : I rat io. Subjects u'ere randomized to eithe r the test croup
or malketed product group.

Visil schedules

Screening i,isit. ba.seline visit 1da1'0). visit I (day 30), r,isit 2

{day 60). r,isit 3 (day 90).

Allocation conrealmenl mechanism

Seguentiallrr, nulnbered containers as per enrollment nnnrber

rvere used to conceal the landomization in identical primarv
packa_qing.

Blirding
The identical packaging and llavol o[ both the intcrventrions
rvere kept similar to keep both investigators irs qrell as llre

subject blind of ivhich dlug he/she u'as receiving.

Procedure

Principle investigator obtained informed cortscnl lior.n

subjects" guardians or parcnts visiting at OPD ol research

sites and randomized the subjects as pcr thc cornputer'-
generated list allots sLrbjcct to the respective ,troup atier
liillillnrent ol' their inclusion and exclusion criteria. The
sulrject's dclnLrgraphic detail*c $'err: recorded. Tlre sub.iecr

unilenvent cJinice) exaurination (general aud s1,s1e'n11.

exanrination j. The sulrject's mcdicul, surgical, iuxl
trcilln]cnt historl $,as recclrded. The cr-urent niedications o[
the suhject if an1' rvere rloted in thc'. case record fbln. The

subject rvas considered fbr lurther evaluation as per the

inclusion and excltrsion criteria. Biood samples Ior
biochenrical tests \\'ere collected. During the screening
,..isit and the entire stud1. duration subject's gualdians t,ere
advised to reliain sutrjei-:'r tioilr consuurins antioxidant il-gents.

r itanrins. hcalth suppleme,rt-\, nuLl'aceuticals, Avurve dic,
Siddlia, Llrali. or herballhrlrlreopathic rnedicines. On

bascline visit. thc subject q'as tectuited in the stuC), if he/
she futfitled all the inclusion criteria. Subjccts were then

rundonrized to one of the trvo study groups i.ls per the

computer-generated rutrdontization list. The sulrject's
pareni/guardian 1\,as asked tbr the txcurrence of anr,

adverse er.ent durins the screening perio,J. The sub.iect

rundenvent clinical examination (gencral lnd sr slemic
e:tirn.:ination,), 5ul-.ject's grou'th - u'eight change (WFIO

:-score). anthroponictric paranreters. and questionnaire.

*,ere assesser.l along $'ith \"O1 max.

At biiseline visit ar:d eve ry follorrrup visit (e.tcept last lbllor,,'-
up visitt. as per the computer-Senc'rirtecl randonrization list.
tire subjcct's -cuardirurs 

n cre provided rvith an investisational
product rvith in..;tructions lbr its use. Product compliance rvas

asscssed h_r' the i nr esti gator on e\.er,\' lbllou -up t, i sit. Subjects
*ho conlinuouslr rrii:-red dosing tbr ;,3 consecutive davs or
trttal nrissed dose -r9 iJa1,s duling thc study period s,elc
reated a^s dropxrrrts. The records oI the con.rpliance u'ere
kepr as a telepl.ronic lo_e icalls to the subject's parenls).

Subjccts u"crc calleci to respective str.rdy sites rbr lollorr,-up
visits alier cr crt' rnonth up to .3 rnonths alter the Lrase line visit.
On eve6, follou -up visit. all thc paranretcrs perlornrecl on the

basclinc visit arc assessed.

On the third tbllow-up vi.sit (i.e., dal, 90) all the assessments

o[ the subject were repeated along u,ith the biochemical tests

from blood sarnples. Cilobal inrprovement and palatability

\

(
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(

Figure 1: Participants' llolv diagram

.lssessl'ncnt u,ei'e carried out b), the sub.iect guardian a.s

wL'U as ilre investigator. Alter cornpletion of 3 months of
sludy h'eatrnent. ail the subjects rvere asked to stop trial
r.nedications ancl tuke the advice of the investigator lirr"

lurther treatmelrt. The purticipant's tletails are explained
in Figur-c L

RESUI.TS
In tlre prcsent snrdy, 105 subjects ue're screened- Out o[ lLl-5

suh.jects. frve lost to lbllow-up in the study. Total 100 subjccrs

u,ere considered evaluablt-' cases at the end of tbe study: 50 in
test and 50 in the rnarkered procluct treated group.

Out ol 100 conrpleted sub.iect-s. the rnean age ol' tesr group
subjects wts 8.-5 + 1.44 years and the rlrea,) age of ntarketed
pxrtluct group subjects was 8.89-t-3.01 years: the dill'erencc
was statistically insignitiL:ant. The ratio of 50:50 lbr
males ancl tlnrales rvas niaintained during recluittrrent ol
rhe stud-v.

Assessment ol physical endurance (V02 max)

There rl.as a nonsignilicant differencc' belu,een VO3 nlax
calculated by- PREFIT test in test product and nrarketetl
procluct treated group at baseline and till da1' 60- Atier da,v

90. there ri,its a signilicant increase tP < 0.05) in VOl nlax
calctrlatecl by PREFIT test u,ith thc lcsl product treated
group as ctrmpared to marketed producr. Within-group

anal.vsis" test product ti'e:rtcd group detnonrtrated 45.79i'

ancl nrarketed product tru"ated group sho*'ed 2l .25t:'('

increase in VO.1 rnax at da1 90 R'hcn compured to

thc baseline value of the rcspcctird gl'ol)p rts shor,vn itt
Table l.

Assessment st liVHO z-sccre

Thcre rvrs a nrfisi{:nificzurt dit-lirrence irr height-to-rrye and

rvei-cht-to-a{c :-score in the rest prt-rduct ancl urru'kctcd 6
product treated group iit baseiiuc till da-v 90- In th" case ol'
l,ithin-group anal_'-sis. thc test and marketed product trcatcd
group derronstrated sigiliilcant improvetnent in hei-cht-to-age

and t,cight-to-age i-score at da-t 30. 60. artd 90 rvlren

corrpnred to tlrt: baseline value of the sartte group as

shorvn in Table 2.

Assessmerrt rlf Child Ealinu Behavior 0uesiionnaira
'I'he Child Eatin,s Behal ior Questionn:rite s,as assessed based

orr the response fiom the subject's parenUgurrdian. AIter day
60. there rvas significant {P .{ 0.00i 1 inrprcr'ement in certain
dornains in eating behavior like lbod rcsponsir cncss.

enlo1'nrcrrt oI t'rxrd, eaiin! speed (reduced slu-ugishness) in
the test product treated group tharr niarketed prodr-rct trealed

-uroLrp. Alier da_v 90, thele rva-s si-{nificant (P .< 0.ffi1t
impror'.rnrr:rrt in certain domuins in eating behavior like
tirod resporrsil'encss. emotional over-culittg (got reduced

alter trcatrnent). en-io1,n:rent oi foocl. desile to drink. satietl"

ru
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responsiveness. eating speed (reduced sluggishness after
treatment), emotional undereating (got reduced after
treatment) in test product treated group than marteted
product treated group as shorvn in Table 3.

Table 1: Assessmenl 0l maximum aero[ic capacity (V02
max) between the groups

Duration Mean VOz max

Test Markeled product

Assessmenl ol Ernolional lntelligence Queslionnaire
The Emotional Intelligence Questionnaire was assessed

based on the response from the subject's parent/guardian.

improvement in scores of the following domain of the
questionnaire. such as social skills. motivation. self-
regulation, self'-awareness. and empathy in test product
treated group than marketed product treated group as

shown in Table 4.

Assessmenl of Evaluation of Development and

Behauior Queslionnaire
The Development and Behavior Questionnaire was assessed

based on the response from the subject's parenVguardian.
After day 90, there was a significant improvement

Ba-seline

Duy 30

Day 6i)

Da1, 90

40.18+3-96

42.59*3.ffi
48.87+3.96

58-50+4.69"

Khare el c/.: The efficacy arrd sat'ety of children's health supplement

.11.20 +.r-96

12.90+4.62
.4'1.322 1;7O

52-31t:2-33

By one-u.ay ANOVA folloived by Bonl'eroni selecrive multiple
comparison test: P > 0.05. not sign:ificanL ANOV,.L analysis of vuirnce-

Table 2: Assessment of WHO z-score

WHO z-score Mean WHO z-score(Mean + SD)

Tesl Marketed product

'-, -;: (

1.. -j

,::.

r!

Baseline Day 30 0ay 60 Day 90 Baseline 0ay 30 Day 60 Day 90

Height-to.age(z-score) -{).89! 1.,10 -{.66r I34 4.&f129 {5I+ I.29 -l-10r r37 4.79t1-41 -1.68+ l.5l -i.58+ 1.29

weight-to-age (z-score) -1.33+ 1.48 -1.29!1.45 -1.06!1.47 -O.89r 1.10 -1.46t1.58 -1.35+ 1.58 -1.28t1.92 4.95+ 1.41

By one-way ANOVA lbllowcd by Bonl'erroni selective multiple comparison test: P > 0.05. not significant. r'Symbol represenls that rcsults ale sisnificant i-e
P value ( 0.05. ,\NOVA. anal),sis of vari:urce: WHO. rvolld health organization: SD. stirndard deviation.

Table 3: Assessment 0f Child Ealing Behavior Ouestionnaire between the groups

0ueslionnaire Mean Child Ealing Behavior 0ueslionnaire score(Mean t SD)

Test Marketed product

Baseline Day 90 Baseline Day 90

Food responsiveness

Ernotional overeating

Enjoyrnent of food

Desire to drink

Satiety responsiveness

Slowness in eating

Enrotional undereating

Food fussiness

1 l.16 + 2.41

10.-55+2.11

7.27 + 1.63

8.30 + 1.32

19.55 + I.45

15.60+ 1.34

15.26+2.47

16.55 +2.23

6.27 x 1.05'

6-38 * I.68'

l(>..17r l.i0l
I I .07 +Al5
12.56+ 1.78'

10.17 + 1.24'i

7.6'l + 1.931

18.33 + 1 .22

1O.53 +2.83

10.-32 + l-88

7 .19 + 1.52

8-48 + I .34

19.-59 + l.8l
15.36 * 2.24

14.86+2.82

15.48 + 3.86

I1.59 + 3.76

10.29 + L82

9.53t3.34
9.39 + I.40

19.45 + 14.68

14.29 + 239

13.52 + 3.17

18.12+2.79

By one-way ANOVA followed by Bonferroni selective multiple comparison test P > 0.05, not significant. *P < 0.001. *Symbol represents that resuls are
signilicant i.e. P value < 0.05. ANOVA, analysis of variance: SD, standard deviation.

Table 4: Assessment 0f Emolional lntelligence 0uestionnaire (El0) between lhe groups

0uestionnaire Mean Emotional lnlelligence Questionnaire score(Mean t SD)

Tesl Marketed producl

Baseline Day 90 Baseline Day 90

Social Skitls

Motivation

Selt-regulation

Self-a*'areness

Empathy

6.02 + 1.04

5.17+ l.8l
4.67 + l.5l
4.39 + 0.86

3.98+1.M

8.07 + 0.75

8.27 + 0.84'

7.93 + 0.94''

7.89+0.91'

8.O7 +O.12'

5.91 +0.95

5.44+ 1.18

4.81 + I.38

4.18+1.24
4.O7 + 1.35

6.00 + 0.99

5.74+ l.l6
5.26+ 1.26

6.-31 + 1.0"1

7.60+ll.t8

By one-way ANOVA fotlowed by Bonferroni selective multiple comparison tesc P > 0.05, not significant. tP < 0.001. *Symbol represents that results arc
significant i.e. P valrc < 0.05- ANOVA, analysis of variarrce; SD, srandard deviation.
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(P < 0.0001) in all domains of Development and Behavior
score in test product than marketed product treated gloup as

shown in Table 5.

Assessment 0l anthropometric parameters

According to the results obtained regarding anthropometric
parameters of test and marketed product treated groups, it was

observed that there is no significant difference in both the
groups in paranleters like body '"veight, circumfercnces, body
mass index (BIvII), arm fat index, etc. In the within-group
analysis. test prorJuct and malketed product treated
group showed significant improvement (P < 0.05) in

anthropometric pararneters at day 90 compared to baseline
reading with height. weight. and BMI as shown in Table 6.

Ghanges in mean serum BDNF level

Mean serum BDNF levels were within normal limits at

baseline visit in both the groups. After cornpletion of the
treatment, no significant change in serum BDNF level was

observed in both the groups, that is, test and marketed product
treated groups. If compared within the groups, there was a

nonsignificant improvement in serum BDNF when 90 days

readings \\rere compared to baseline values of the respective
groups as shorvn in Table 7.

Table 5: Assessmenl ol Evalualion of Development and Behavior score between lhe groups

Developmenl and behavior Mean Emotional lntelligenee Oueslionnaire score(Mean t SD)

Test Marketed producl (
Baseline Day 90 Baseline Day 90

::-

:ll :l

-.. a'

,,. 
:]

fulotor skills - gross motor skills

Attention and concerltration

Or,eracrir,ity antl impulsir,ity

Passivity/inactivity

Planning/organizing

Pcrccption 6[ .prcc lrrrd tlirectii,ns

Perception of visuiLl tirrms anri figure:

tr,lemory

Complehension of spoken lmguage

Verbal conrmunication

Acquisition o1' acedemic skills

Social skills

Emotional issues handlin.q

ObsessiYc actions or thoughts

8.91 + 1.1'l

]1.19+1.32

l-1.0-5 + 2.()6

6.18 ::0-92

5.-19 * $.86

6.52 + ().99

5.66* 1.08

I-l-4-5 r:4.41

6-79 + 0.E6

4.6.1+ I .83

l2-66+ 1.38

I-l-93 + I .53

11.79+1.77

8.57 +2.47

18.?!x.l-421

2O.6t *2.Olr
22.31+2.A71

12.2.A*.1.36t

10.73+ 1.03t

12.58t l.l4r
I1.00+0.88t
24.Mt2.74+
l2.l6tl.Mr
8-24*O-86r

25.53* 1.83t

27.53+2-3O+

36.98+2.71+

5.27+ I.8li

9.05 r 1.33

I1.62r 1.45

13.7O*.2.45

6-64i 1.06

5-58r0.85
6.66+0.86

5-62+O-94

13.23}-1.75

7.16!?.M
4.77 +2.92

12.20+'/.93

14.cf2t1.47

17.8O+2.51

8.70r2.50

14.31t 1.87

13.62!2.21

14.78t1.82
8.44+ 1.20

7.73+ 1.30

7.91r.t.28
7.82!1.25
15.98+ 1.84

9.07 +2.O2

6.00+ 1.24

I 5.30 + 2.70

15.82+2.04

19-2Or2-n

9.62+ L.8l

By one-way ANOVA followed by Bonferroni selective rnultiple comparison tesr P > O.05, not signifircant. rP < 0.&)t. +Symbol represents that results are

significant i.e. P value < 0.05. ANOVA, analysis of variance; SD, stardad deviation.

Table 6: Assessmenl 0f anthropometric paramelers between the groups (
Parameters Mean(Mean + SD)

Test Marleted product

Day 90 Baseline Day 90

Height (cnr)

Weight (kg)

Waist circumfcrence (cm )

Hip circunrference (cm)

Upper rmr circumference (cm)

Triceps skinlbld thickness (cm)

Head circumterence (cm)

Chest circumi'erencc (cnr)

F'oot length (crn)

Arnr length (crr)

Bodl' lnass itldex

Body t?t %

126.19:10.6-5

24.13+6.14

22.91!2.45

26.17+1.i8
7.34 + 0^96

11.51 + 5.77

19.9i+ I.l2
13.-18 + 1.32

26.82 + 3..11

I-5.78 + I .98

14.65 + 2.01

7.52 + 6.05

131.76* 10.77

26.-i5 + 4.5t)

13.-iti+2.11

16.42 + 2.-10

7.82 + t.l4
i7.71 + 18.10

20.80 + 1.08

23.76 + 2.76

27.20+ 3.10

I6-23 +'2.88

15.22 + 2.93

E.06 +4.09

l2J.3.l+ l0.ll
23.1i7 * 6.1 1

?2.1\6+ 7.4)

16,01 + -1.05

7.56 + 8.68

14.53 + 5.58

20.01+ 1.45

?3.32+ 22i
26.04+ 3.60

I5.-58 + 2.71

15.2.{t + 2.19

8.69 + 6.5 I

I28.29+ I l.l0
26.82+ 12.12

2-1."15 + 1.09

26.40:t i.8E

7 .98 +3. 77

16.39 + 4.66

20.441I.l9
13.9'i *2.32

26.ti8 + 3.20

15.90 + I .-50

15.91+1.10

9.08 + 7. 10

By one-rvay ANOVA lbllowed by Bonferroni selocti\,e multiple conrparison test: P > 0-05. ;rot significant. ANOVA. analysis of variance: SD. standard

deviation.
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Baseline

90

Table 7: Changes in mean serum iron level between the
gr0ups

Duralion(days) Mean serum BDNF (pg/mlxMean + SD)

Test Marketed producl

After 30. 60, and 90 days there was a nonsignificant difference
in height-to-age and weight+o-age a-score between the test
product and rnaketed product treated group. The z-score as

height and weight indicator with age were improving in
magnitude but the comparison was nonsignificant. In the

case of intragroup analysis, the test product treated group
and marketed product treated group demonstrated significant
improvement in height-to-age and rveight-to-age i-score at day
30, 60, and 90 when compared to a baseline valire of the

respective -uroup. It indicated that the test product was

equally good in promoting the growth rate of the child.

Dietary habits are shaped at a young age and maintainecl
during later life rvith tracking over time. Eating behaviors
estabiished in childhood persist. with impiications such as

fussiness, undernourishment, or obesity. It is very inrportant
thus to check if the dietary supplement in terms of the blend of
macro- and micronuhients are offering some sort of positive
impact in child's eafing behavior.ltl In the present study. the
behavior is assessed through a well-researched and validated
Child Eating Questionnaire. There are a set of questions
to be assessed frorn the parent/guardian of the child in
the following domain: fbod responsiveness, emotional
overeating, enjoyment of food, desire to drink, satiery
responsiveness, sluggish eating. emotional undereating, etc.
'The response can measure the eating habit and role of
nutritional supplen.rent in improving this domain to get

positive and nourishmeni contained eating habirs.

In the present study, after day 90. there rvas a significant
(P < 0-001) improvement in scores of all dornains in the test
producttreated group con'lpared to the rnarketed product treated
group. There is an important consideration of better absolption
and assimilation of nutrients frori nutritional supplernents to
bring about changes in the eating habits in the child as a result
of nutritional sufficiency. [t can be concluded that the test
product proved better to alter the eating habits and behavior
in children than the rnarketed product.

The appetite score rvas assessed and found to be in.rproved in
both test and marketed product treated groups. Almost 707o of
parents of subjects ttom both the groups complained of less

appetite on the baseline for their children. But there was a

significant difference in appetite score after day 60 and clay 90
in the test and marketed product treated group. It shows test
product better performing to improve appetite which will
inculcate good eating habits thus optimal Ibod respouse to
avoid under- and overeating in children.

It is a well-lesearched f'act that there is a correlation betrveen

emotional intelligence and eatiiig misbehavior iir school-
going children. The emotional quotient and intelligence is
the major key component in the development of child to grow
as a socially responsible person. Emotional intelligence is
related to the following domains: social skills, motivation,
self-regulation, self-arvareness, and empathy.tr'l Th.
questionnaire assessin-e the emotional intelligence domain
was implemented in the present study to be answered by

594.82 + 89.92

60ti.39 + 98.3ti

Stuclent t test: P > 0.05. not signilicrnt. BDNF. brain-deriled neurclrophic
lactor. SD. standrrd deviation.

DISCUSSION
Physical fitness is an indicative sign ofhealth in children and

adoiescents. For instance, low fitness levels are associated
with a higher risk of developing obesiry, cognitive disorders.
and musculoskeletal weakness later in life- In this study. to
assess the physical endurance, a modified 20m PREFTI
project framervork was utilized. There were conelations
and equations based on heart rate, distance covered, and
velocity of running in the stipulated distance. lt wiU give
us a fair idea about the cardiovascular fitness of children-l6l
In the present study, after day 90, there was a significant
increase (P < 0.05) in VO2 max calculated by PREFIT test
with test product treated group as compared to marketed
product. Thele was 45.70%Vo2max improvement in the test
product trealed _eroup compared to 2L-257o improvenrent iu
the marketed product treated group. The rrsults are indicatir,e
of muscle stlength improvement and thus i:hysical stamina.

WHO recognizes a system by t'hich a child or a group of
children can be compared lbr the rate of _rrowth, to the reference
popula tion: i-scores ( standard deviation scores ), percentiles,
and percent of median.lT's] For popularion-based assessment

including suffeys and nutritional surveillance. the z-scor-e

is u,idely recognized as the best system for analysis and
presentatiorl of anthropometric data because of its
advantages compaed to the other.lel Mainly heighrto-age
and weight-to-age are interpreted by using the 4-score
classification system as a great indicator of growth rate and
its adequacy. The;-score system expresses the anthropometric
value as several standard deviations or :-scorcs below or above
the reference mean or median value.

The current WHO recommendation is to use the r:-score fbr
grading undernutrition. Children who are with I standard
deviation (SD) beiow the reference median, that is. around -1
are borderline undernourished. more than 2 SD below the
reference median (i.e., a ;-score of less than -2) are
considered to be undernourished, that is. to be stunted,
wasted, or to be underweight. Children rvith measurements
beiow 3 SD (a z-score of iess than -3) are consideied to be
sevelely undernourished.l lo I

ln the present study, children who represented marginal
undemourishment though werc not having severe symptoms
and were randomly sampled. There was a nonsignificant
diftbrence in heighfto-age and weight-to-age :-score in ihe
test product and marketed product treated group at baseline.

-583.92+ + 96-93

597.63+ 92.38
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the parent or guardian of the subject to come to the score
representing the emotional intelligence orchestra of tlle
child. It was tbund that after day 90, there was significant
(P < 0.0001) improvement in scores of the following domain
of the questionnaire: such as social skills, motivation, self-
regulation. self-awareness. ard ernpathy in the test product
treated group than marketed product &eated group. This is
indicative of the potential of the test product to find a link
between physical nutrition and psychological soundness. The
result could be due to the improved eating pattenr. appetite.
nutritional sutliciency by the supplement. and.joint effort of
Braluti (.Bacoplr extract) from the test product as iI is reported
to possess effectjveness in iurprol.ing the psychosornatic
functionalities at an early age.tr2l

The overall development of the child is guite incomplete
without cognitive and behaviora-l development in the right
way. These aspects are studied in this research through a
standard questionnaire involving a set of questions to be
answered by the parent or guardian of the child. There are
strong links betu,een macro- and micronutritional sufliciency
and behavior and cognitive deveioprnenL In turn, better
cognition and behar,ior upliti a child's self-image and thus
train the self-esteem to take nerver challenges and develop.

Gross motor skills are helpin-e the child to be active,
competitive, and alert in _sroup or isolation and require
phy,sical and rnental stamina which can be built try a
correct nutritional supplernent. Attention and concentration
not only heip the child to impror.e in academics but also can
cultivate naflrre to work in a team. Children rvith attention
deficit could face a lot many psychosocial challenges in the
iater stages of their lives. On the contraly to this overactivity
through less affention, the extreme poiar condition is passivity
and child's tendency ofbeing passive and not taking inrerest
in the academics as rvell as interflctive opportunities- It could
be reversed by counseling and therapies but the nutritional
balance and omega supplernents can play a key role in
improving this condition. Planning. perception to space.
and visual forms and fi_eures are the part of the
neurological development of a child to perform more
complex processes in the later stage of life along rvith
verbal and spoken language conrrnunications. Cognitive
development perfbrms a pivotal role in child development
and always is a rnajor concefll frorn the parent's perspective.

With the cunent results of scores of the questionnaire in
the present study, it could be concluded that all the set of
developmental parameters are better irnproved (signifi cance:
P < 0.001 ) at day 90 by test product rvhen compared to rhe
marketed product. Academic and social skill scorcs u,ere
also improved in the test-treated product than the marketed
product.

Bacopa morutiei. popularly known as Brahmi. has been
traditionally used in Ayurveda for ages for its memory-
enhancing properties. The reported study which planned to
evaluate the effect of B. ntonuieri on the memory of students
for 6 weeks revealed improved memory. both visual as well

as verbal.il3l B- ntonnieri is reported to improve working
memory and short-term verbal memory in children.tral

Accordin-s to the results obtained regarding anthropometric
parameters of test and marketed product treated groups. it was

observed that there is an incrcase in height, weight, BMI,
circumferences of chest, waist. and head, etc., as the children
are under grorving phase but no significant difference in both
the 

-aroups in parameters like body weight. circumferences.
BMI, and arm fat index, etc.

As a clinical measure ol the immune status of the children. rve
had considered episodes of recurrent respiratoty tract
infection (RTI) and illness episr:des as a scale. Following
are the results of the current study: in the test group, at

Lraseline. 20 subjects of the test group rcported an average of
nt least 20 events of RTI in the previous month. On the
contrary. 10 subjects (20c/c) repofied recurrent episodes of
RTI during 3 months period. The number fiequency of events
w'as l0 events vrith 2 to 3 days duration and was resolved
completely betbre cornpletion of the study duration. In the
test group. the total missed days of the subjects were 13 days.

In the marketed productgtroup. iit baseline- l5 subjects ofthe
test group reported an average of at least I 8 events of RTI in
the previous month whereas nine (l'7.64c/o) subjects reported
l 2 events of recurrent RTT during the 3 month test period and
r,vas found to be colnpletely resolved in 2 to 3 days and total
missed da1,s of the subjects u/ere 15 days. If compared
bet',veen the _eroups- there rvas no significant change in
both the groups. Test product improved irnmune status of
the child by' rcducing illness episodes and thus the missed
school days as a result ofprotein sufficiency and developrnent
of strength to combat the infections. Aslt:rr'agandha extract
used in the test product is thought to be an excellent
immunomodulator in action. It is reported to possess anti-
inflammatory. antioxidant values- Many clinical trials have
witnessed the usefulness of Asll.,agcudha to promote both
innate and acquired immunity.tt-sl The micronutrient
supplementatic'n Iike vitamin C and D in the test product
has immunity-building potential. Colostrum used as an

ingredient in test products possesses irnnrunity modifying
properties that could contribute to the ability to cope up
with.trclTlBDNF is a protein of the neurotrophin farnily. It
is expressed in human brains. It is associated with synaptic
plasticiry, conuectivity, and neuroprotection. It also serves an
important role during neurological developrnent through the
regulation of neural circuit development. BDNF plays an
important role in learning aud memotJ at an early age. It is
found in most concentmtions in the hippocampus region of
the brain. BDNF is an important factor in neurodevelopnrent.
It is reported in a research that serum BDNF may pl'esent
an inverse correlation with the intelligence, attention, and
cognition of preschool children with neurodevelopmental
disorders such as intellectual disability. and attention-
deficit/hyperactivity disorder (ADHD) can very well be
correlated to abnormal free peripheral BDNF.trsl In the
present study, the serum BDNF levels in both the group
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were wirhin the normal range at baseline and cli<t not prxtuce
anv si_cnificant e:hange afier trealment rvith test and marketed
ptoduct treatlilent lbr 90 da1.s.

As an assessnrent of adr,enie r.rvc-nt protile. there was no
.signilicanr dift'erence in both groups. Bottr -sroup.\rcpresenred mild adr.erse evenr episodes likc l,cler. injui;,_.
dry and irritable eves. cold. muscle paJn, u.tc. ..\ll these
arlveme events \1.erc mild in severin*. These adlerse events
rverLr resolved completel_r. aftcr I t(} 3 da.r,s $.ith rescue
medication. Stud1, trearrnult \r.ils nol srot)pc;d duriug these
advclse events. All these atlr.er.ie e\enls $ere not relatcd to
the study dnrg. Globul assessnlenf jirr oi,eralI inrprovement
b1' subjcc:t pare'nt/gu.rdiur antl inr.cstii:utor revc-.letl lhai
children's health supplcnrent dc"morrstrarcd much_i.err
nruclr overall improlcmcnt in Lroth lreatnrenr -ornrp..Excellent iolerabilit_y o{' both tire clrugs \\.xs rcptlrlcd b}
subjecr.s and phl sicians at llte end of thc studr," No
signifir:aut posr-treatllent chan_ee in auv ol the labt.rralon,
iuvesrications u.as obsen.ed in both the gioups Iikc complete
hemograrn. liver. kidner. lipiil. and rh1,roi,l proiile iests.
In the. present stud1,- there u,ere ronsigniticani chanres in
randonr bicrod sugar and henroglobin Alc (HbAIc) in
children's health supplemenr treated anrj marl,eted
producr tr.eated gnoup. 'fhere is no signiiicant chatr-ee in
scrum c:alciuru levcls in both sroups. In drc pr..-sent srgri1,.
there *,a-s a significunt (p < tJ.0-5) recluctirrn in total
cholests'nrl hui no changc in tri*el,r.ccrirjc5 (TG). higtr
dcnsitl. lipoproreirr (HDL). lorr, clL-tisir}. lipoprtirein (LDI_).
and ver), low, density lipoprotein 1\rLDt-t iri rhc chiJdren-s
health supplenrent rreatcl group irl. day. 9t) of rrcatrnenr.
There *'as no signiticaut postrreatment change lrr riral.s such
as pulse rare. blood pressure. bo<i,r, teltfrerature. und
rcspir';rtorv riite was otrscn.ed i1 l-161th the groups.
susgestius both thc. drugs u,ere safe in hulnan sulrjects.
Thus c:hildren's hr.ulth supplement rr.i1h micronulricnt
lortificarion is sale imd r'flcctive in chilCri:n. Chiltiren.s
health supplemeni.s and rnarketed protlucts borh prescntr,d
exccilent palarahilir.i. iind nrixabiliry uith nrilk. .l,hcre 

*as
1009i contpliance ttrr lxrth children.s hcehh srrpplc,lenl.i
end rnarkered producrs bl,snbjecrs during the srLrdr. The trial :
complies L'\ternal validit,v. also called genr,ralizabilirr, as
thesr-' resttlts cco trr: seneralized in populaiion ar thr-- hrou.1,r
inclusive crircria 1,et potentially eiclLrding the subjcc.rs
rnay pror,c inappropriatc lbr thc study hacl macle thr_.
gcncralization t-easible. 7

CONCLU$ION \

The children's heakh supp.lernent i.s sale and ef-fectire in 9pronroti ng ero\\,rh. healrh. ancl rr.ellbein-s i n heal rhl,, children.
It imtrrror.ed rhe grt-rrr,rh ol'i:hilclren indicarc,<j b1 heighr-ro_age
and t,eight-to-age :-sco!-es deflned hr.\\'HO was cornpar-able
n itit $re maikuis.d ll.o.iur.r. Hcighr. ri :ight. IllII. antl
circurtrlcrences of ch.:st. tr.irist- rri.icl hc;rcl r.ere increu.td as
an indiciric,r oi'cliiid'_i ph'siual ..ro\r.-rh in c]rildren-_. healrh
supplcriicnt ar rvell as nradlctrrl prociuct treated err>ups. The ic
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n'a-s .l-5.70% increascd physical enclurance by children,s
health supplemcnl trcarment indicated as VO) max
conrpared to traseline. This can be linkcd to plrl,.sical
starnina. Enhanced inrmunirl, slatus was indicated bv
r1luced illness episodes ancl missecl school dav.s i;
children's health sultpletnent and lnarketed product treatecl
_{:roups. Chilclren' s health .supplc-nlcnr inlproved child. s eating
bchavior betrer than the miuketed prociuct. I{ redueed fussv
eiltin*s: also fcnd responsir.ene.ss ancl satietl- of footj score a.s
per the qucstionn:iil.c rr.irs inrpror.ed ltier chiltlren.s health
supplement trecttltcnt as c<lrnparecl to lnarketed pr.oduct.
Enrotitual inrclligence score \\,as bctrer ,n children.s health
supplcrnenr trenlnlenl than the nrarketc<] prodtrct. Lrprovecl
c<lgnitive pertbrmtncc wi.i\ seen in chilclren.s liealth
supplement treatnl!-nt than ths, niarketecl procluct. The
c'hildren-s heafuh supplenrc,nr !vi)s lound bcricr in activirl,.
than the niarketed procluct counterport in irnpror.ing dig._stir,e
trehalior in childrr.:n.

Financial support and sp0nsorship
This srudi ria-. lunde<l b)'Netsurf Conrrnunications pvt. I_til.

Coniiicts ol inlerest
There alc rro conllicts ol, rnterest.

HEFEfiENCES
ill.,1i|-.t: .i,t. ;1y,,,n1.r, \iD. f.u,:.ri: ilil. Schi:,. c L-. r_ .kr'le: .Jii. l-ii
li1C. l-lti:t:,-. i,:. i:rti.,l;ri;r iit;rr,ut:i-ijilrli:cii lLrri,It \f!-iil-un.l(:ri('.;,-r .r: ..:r,,,:j_.j-j..,1 [ _i i]:jirir..n: lt]il.r in l{)l i-la)ll. irS
ijapi,iii:t,tiil i:rl'i-lcriih llai Hr:r;t.r:t Scri!ccr- (:rrjrrir. li)r lJi(rJs(
Ct::tr,r1 in,-l l-':(..'t:tir-.!r. Nl:ii,,ilr. CjLlet li,r I{c,rilti; Stitiitii:.: l{)l-1.
\1iil,:-.1.t:r I.F. i_;rralj:cr r r,ililr.utl C_ _\rrrrir-: rtlti quaiii_r, eri
riiJr,lri i:i,.i:;s\.iutiri-rtti:;tll.tir,.rc.,:soi-lilc jir;rliiiontn\f]1,..,.
:rr ::ri: iii:or..,1. -\. rir _rr lr:i:b i ;,:,ti,,, rr- i)r. lir l l:ll:lS l -l:-
!l:riiir.r,l (i. C1j"r;.\ ii.\. l-,:1.:.. i. _ r I ,rl. \llrerr;riulr.itll {ne,f!r !rirj\L_r;.: . ii.1',..r:r ::r ;;.,:r-,r...... -,-;-...irul! 

"l:riil:.,;; ,;:,.,1 j^l I .. ri:rr
Firr-:irrLr; l-::i::l;t' \iij.. S:,r.:,, Si,r,l\i- lrri j r.,)l.i.r R.:lrr ,\lrr:th
l)iso:-r:i lir,., l-l : r ti,.,S- 1 J_
'.i::i,.i-'r, if. \1.:i:;,I11'1,;,.. :.... p;:-;r,.;:iJ::i,:;.. \\l( llIl.,l. it:i-.li;iltrrr
lri:jii{r :;iii pi;r.;..,; ., ' . ._.. 'L!;1,1.i;1. \C,r. L_,ir:t,i li),j.
Burlrl. -\Z. i-Lrp;;: (. Jii_l.i: i.,.ii. \liiitrglr::r KF. BLI-r:ri S. \lirlgrilrrl
C. Di::*rr :r r-':1. r:1. .i1., ..:,..i ..., ,- ...i:e,..r, !.,r,, .,,!. ;,, .u.,t..-,,',,11 ,1,,.
Crri.nir.':;eit /-,.:i:,r;:- S1:rjj, i)..1;-,;.;,11-. l;11 ll)(.)7: il:j6bi*i.
:.lilr.G{);rii;liri J.a.,it:_..-li::--.,,e2C .-\-l,.r,.iar.-Te ii,,: n. r,,-1lr. il,iitxiriin!
\jO I rur in cirilltrrn rrle,J -{-{l rc.Lr. ihrxr-rlt llrc p..r.h,,nt_u,t,,r,"J:iri
\hill{ic-rlrn te )t (t,l(i:}.-l'}-). Eur .t ,\,rpi phl,sicl 101 7: I I 7:119._i_ji)7.
r-l.r Onir ).J. liliisstei \,1. prirsranrr:ir 01 NuU.;lior). Gcntr rL: \\,trld
l-[.'rr i th Oir;lni.rilri,rn I 

(.,11],-. 
;.p. l -6..

\1.:::l:r::;rZ.Sntir.li-tl). llr:ri;i.,i-I'.i.Srrr,..DS-$,,ii..r, l.,lN.i..irtitl:rii,ai
.C;,liit,a. i).-'ir..,{:i i:rr:.:n -.:i ltitirt::.r){ l:.:"lr l.r:. .r;r,i ;iil;rrr qir:lit., Ci,I.'irl\ Ji1,nt .r!;-: : i,, 5. .\plr,tirc lr)li:31;.lll_v.
Stlien Il. I,hr .ic.rJ qrtu.: ijre Lr.c" .itcl ini,Jr.oi!t:rtiotl oi:iitrhft_.I)rtrtictr...
Rcuori ol'a tr\'l IO E,,l;:ri Co::i;cirrce. \\.HO rccltni;li ,"pur, ,a, i., ,,,,.
fi5-1. r;1i. i-ri 1\'.'IlO. (i;r;t:r:.. l9,j5r. SrLi... Ijr ?l.llr)..1 Bir):.r Sci
! !)!l;:-iIr: I "1-5_:..;.

\t'r':,j lic,tlil iJ;:.:iti{:iri:,,;l r!\iiOi. l-i,: ri\a: .rq(i t;}iciliiJr.itiru: Lri-
:::tli:i'i,i it:..iIr" ir.it/.Il (]l':L iYl-!0 g,,1.1,11 i,tnrI;llL.t. \\ir.r.i.j Herif!i
tJru:rt; l'i.'i iicI Srr' 1rr95:S-ij _tl-)-,.t/r\).
Filiii:"'1. LrruL'.i. R,)u\ jj\: \i. E:riilg lret.rrr,ir,r: inrll:iiirrnlor.rrrorirnrri
i;:i;'l;rsrr.tl. Ii:i j Splrt, ]ic,i _oi i:-ll:-:ilt)_l-i.

w,'-.:._ I ltcrlaiionlrl

(



Khu.c u rr1.: Tlte cllicacl rn(l sal'ett oi children's lte;rlth suppltment

l-1.

Lr:ne t'P. Dingentrr SR- Srii.'lr \:S. r I rrl. .+'n ilird;l-i][r.l riui] to

r:i;:i"irri:' tirc ;i1icr: ..'l- \l.rtdrrd;ztJ B:rit,l.:i a:r-:lli:rl sf,lra(l ,l) ihr
,nanr.:.nicn1ol'r\Ir]Pl.()11!of.rltirlljir,;1-drljcith]DirJ.:ti\it\ disnrtltrin
childrcn.,.\dr \[iird Bojl \le.l ](]ll:lli:10-5.
Kumar \. Atichrniirni l-C. Thrui,ni \. Gl!ill'"!rr' I(.1. N:Lidu \lU.
\:,:iii.ttRrm;tnir G, F-t1,'crre 1 oi il.-rndrrdiz"-(l c\lril(l (,i []:rcoi1f, ltlr,rtt;cii
i Brcosni/ei'lt olt ecsnili\'!' Ioncti(ni trl nrcciicll -Ltu(lcri\: ii .ir-r,. cek.

ranrkurized p)rcc'iro-cinlroil:d ri:rl. Evid 13lscri Compielre)li. AltE'l'rlilt

\,led lll I (r:10 i6:-l I0i-il.r.
t,irhi PD. \\'rsinr P- Jtrshre .1.\. ci ,;i. Buro\'!in.i.T: I crtgrtitire
cnl:iurcer in chiJclrrn ie(luiring intlirrriulrl L'(hrctrlii)n pr()rnrltnte- J

Plrrn;rat,ri Toricoi l{)()S;3:l0l-lil.

\'Illik F. Sin-uh J. Klrajuriu A. (, dl. ,\ \hndrrdi2:cd tooi cxiract ol'

llitlruttic rout!i.lare :nd itr; nrajor r{)nstiruani s'ith;rnclicie-A ;-!icil
hurnoral lrnd ccll-nredirted inrnrune rcsptnss b-r up rcgillilti(nr ol'
'fh I-dominant polrriz,ation in BALBic nricr. Lifc Sci 100?:tiO: l515-lS.
\\'intcrgcrst ES. Ih3,lini S. Horrril,: DH. Inturunc-cnilx,)cing roL- of
ritanrin Cl utl zinc:rnd clli'ct u,) clinita! crintlition:. .,\tttt Nutr Ilei:rir
1006:50:35-9J.
Cunr ille C. N'ftxrr:lni P. Ciude -q.Ire role of vitarnin Il in prer entittn und

treatnrenr of inlbction, lntlrnrnr Aller-r:} Dnrg-['a'gcts ]013:ll:l.lt]-45.
Yecnr ClV. ParL YJ. (ho'i SW. Bhang S\'. Associ;riion oi prriphenrl
Bl)NF lcrci uith cognitioa. at.rcnti(x and lrchavior in prcschuol

chiltlrcn. Child,\i.lolesc P:)'cliirtit l\'k'nt {lcaltlt l0l 6: i0: I{).

(

17.

!l

(

miGtirl:[,L's,r"li_,r ltr;rir,,,l l,l*li:r.ll-.:.1;,L,llJ{[,:irglj_yp[:l-_LUllqr J1pll!_ri_]ti'_ __-_ _ ___-_-- -_m



*
o

t'

,^.
l

Plati:-A, 2nci Flcor,

Cfflice Block-l ll, t''!BCC ComPle:.,

East Kidr.,vai Nagar, NID-23

Dateci: 17th lulY, 2Ct20

To

The Pay & Accounts Officer {Sectt.),
MinistrY of l.lealth 8x Family lrlelfare.
irl i rrrt a n lllr ar,^lalr, trJ er,'"' L\el hi

Sub: - Release r:f Grarrts-in-aid of Rs.8,112,070/- as 1.-linstallnrent for SARS CaV-2 infr.:cti',:n ancl CCVIL)

19 dise a,ce undei'Fvloclifiecl Extra Mural Research (EfUR) Schenre ciuring 2020-21-reg.

5ir,
ln exercise to povvers cieleiiatecl trncler DFpR-1978, I am directec to coflvey the saltctron of the

president of lnclia for rr:lease o[ an arnount of Rs,8,1Z,07Al- (Rupees EiBht Lakhs Twel're Thousand

& Seventy Only) to "P,D'E'A's AruryE-dA-Bugn-el-a-V3-a41!--.<1qdiru-Uuhrlp-q!btY-!1q!P441'q!!n9" as

lrtrrrstallmerrt of recurr"ing grants for the Research Project titlcd "Clinical trialto r:rralttate ;:ronhylactrc

action of lwakarji Herbal t-ea in Police professionals uvorking in Co,iiri-19 pandernic" under [MR

Scherno dttring tlie year 7024-21.

Z. Ilie Sanci.icrr hi:s been issLrecl A..) per Rrrles 228 to 245 oI Gerrerai Financial Rultls * 2017. Tlte

grant-rn-arcl ,*,ril be sLrbject io the conciitiorts and 1,ir.;viiiolr.-., of thr: nrociifieC ENiR Schenre for SARS

Co\,2 rrifectinrt irrtrJ COVID l-9 ijisease arrcl iro aniorrlt or lrilr'l ll-ierPof slrall lle cieliverccJ/rrtilized io

any olher prrr.pose tiran the onet for r,vhiclr il lras been s;lnc:tiorted.

3. -[he accounts of the grartee institgtion/organi:ation shall be open to irrspcction lry t]te

sanctionirrg aqtlrority ancl auclit both by the CAG of lnclia r,rnCer the pro"risions of CRG (DPC)Act, l-97L

a6d inrernal auclit wing of the Olo CCA of the Minrstry, *rhenever tlre institt.:tion or orp,anizatton is

called Lrpon t0 cio so.

4. Tire Granl:;-ir": airi of Rs.B,12,A70l- (Rupees Erght Lakhs Twelve Thousand & Seventy Only) rs a

rocurnnE granls.

5. ii.ri,, sarirtitol r5 srrl-',ject l6 cr:rrlliticii lhat the qr:.rrttee insiitLrt€ will di:;br-rrse l.his gront-iir-aid

111: iili',1 i .: r.ii i l:lr.il ir-'.'

6, Ihc sanction is i:;sued subject to conclriioirs tirat informatiotrldct;rils in respect of Direct Benefit
'transfer (DBTi urrder the br.rdget heads Salary/lvlanpower ancJ TA/DA as por rrotification of the

Schenre under Section 7l57 of Aadhaar Act 2016 v,rill be providecllr-rploaded to this fu'linistry on

rlorrthly basis as per DtsT App/Format by the Principal lnvestigator/Organization.

l. Thc experrditurs rs ciebitable to the Demand Nr:. 4 I'vlrnir;try of AYLISH, 2?-10-lvledical and Pr'rblic

I,tealth (Nlajor l-teadi, 27-00-Otlrer Systerl (Minor Fleacl),07-Grants for Exira N'lttral R.esearclr Projects

tlrroLrgh tiesearch instrtute {pvt./5erni-Govt./University/NGO's etc.), 070031"-Grarits-il1-aid (General)

during 2020-21, Schenre CoCe i312l'EMR)'

B, No Utilizatiorr Certificate is perrcling agairrst this institLrte clirring, previctu.s years under this schetre'

TRUE?0PY 
corrtct -. -'tt

P./tL,,
Prind'lpai

,ollege of Ayurved And Resoareh Cente,

Akurcii Pule - All 0r'!

***

,"'n r.'-i.-'-r...,.



g. This issues with ihe approval of the iFD corlcurrencL" Dy. No' C- 151dated 09'07'2020'

Yours faitlriullY,

LJnder Secretary to the 6ovt, of lndia

Copy forwarded ior information and neeessarY action to:

1. The Director General of Audit, central Revenues, l.P. Estate,

2. NitiAayog, (Health Division), Sansad Marg, New Delhi'

3.SO(IFD-AYUSH),M/oH&Fw,NirmanBhavanNevuDelhi'
4. Cash (AYUSH) Section for preparing bill,

5, DDG {P&E}, Ministry of AYUSH, New Delhi'

6. Sarrction l(egister.

7 The p.D.E.A': Ayurveda Rug|ralaya arrd Stcrrling tviultispecialty i'{ospital, Pr-tne'wrth the request

that Itte.lhor:e rr:leaseci grants slror-riclmandatorilv be rJiEbursed r:nlv tlrrouglt EAT (f xpendittri-il'

Aclvance ;lrcl l';-;:r"r:;fer) fulcdule of PFll,15 as per Lhe g,r-riclelirrel under MiilislrY of ['inance

B. prof. Dr, yogipi Ramacharidra Kulkarni, Ayurvecla Consultant, PG Director & l-1OD Research,

P.D.E.A's Ayurveda Rugnalaya ancl Ste:rling MLrltispecralty l-{ospital, Pune
A*'tlJ'''-

/ ,\/, 1",
i .;(r.>-tt---1,
\1il;n.5i"r",o1

Llniie r Secret,rrv to thc Govi.. cf lnriia

N.B.

The lnstitute wil[ sr,rbnrit/maintain the following documents in connection;\ grants: '

1. Utilization certificate as per the provision of scheme Guidelines & a5'per pr-ei 'mat of

GFR-2017 (i.e. GFR-12A)'

Audited statement of Expenditure indicating accrued interest, if any, on the released grants'

Detailed Research Project Report against the released grants.

The Head of the tnstitute shall be personally accountablefor proper utilization of the grants'

The grant is being released as 1.sI installment for the Research Project titled "Clinical trial to

evaluate prophylactic action of Twakadi Herbalrea in Police professionals working in Covid'1'9

pandemic.

I'J tv'v Deilti-1 10002.

,,:ii-i-.:. ,

..,.iri11ji,-_J

,i/ jrli:" -i

(

2.

3.

4.

5.
(

6. und'l"hp details of aooroved bLrdget for the aLrove project are a5 Llrlder:

Heads

Manpower
5RF-01 @ Rs.35,000/- Per month +
HRA ra 16 7u Rs.5600/- = Rs'40,600/-

I otal 1st iilstallnlent 10 7o withheld
anrount

Rs.1,21,800/- Rs. X,21,80C/-

t\,.4pdicirres {incIudine starrdard ization Rs.31,000/- tis.31,000

I ahoratorv investigations 11s,6,69,50C/- F,r.5,94.2 70 Rs.75,230

PPi: l(ir.; Rs.60,000/- [is,60,000/-

D;".1 linll-r::,ts

Stationary and Misc. cost

nc 1O OflO/-rrJ,4vrvrv/ F.s.10,000/-

Rs.10,000/- Rs.5,000/- IsI,!q9"t--
Rs.90,230/-Total Rs,9,02,300/- fi,s-&,12,O7Af -

Tf(UE ${,PY

Hv
Prin"elpal

,ollege of Ai,ppiq,1 Anrj ilesererch Cente
Akurcii Pune - di1 CtA

.df19wC,?;_a.li
f:\'jf --s,rri':';
."il a\.! 1.fu
':i. I Ji:" r;i
^ r ...;' (,, : --
:.\ ,l'i- !

1:,": \ .: .! \i

. i i,-;" .i;, -. .:; ': ..;
",..'rr c, l, :.1'

(il";*
=trB=itfia)



No. S. 1401 1./ 6/2020-scheme (EM R)

Government of India
Ministry of Ayurveda, yoga & Naturopathy, Unani, siddha & Homoeopathy

To,

The Pay & Accounts Officer (Secretariat),
Ministry of Health and Family Welfare,
Nirrnan Bhawan, irlew Delhi_110011.

Sub: - Utilization Certificate of Rs.g,12,070/- against grants released to p.D.E.A,s Avurved Ruenalav-a
Sterling Multispecial as 1st installment under the Central Sector Schemefor SARS CoV-2 infection

Scheme during ZOZ}-ZL.

Sir/Madam,

and coVtD-19 disease under Modifiecr Extra Murar Research (EMR)

I am clirected to certify that out of t'tar rereased grants of Rs.g,12, 07o/_
!"v L,,uL vur ur Lurdr reredseo grants oI Rs.g, 12,070/_ (Rupees Eight LakhsTwelve Thousand & -seventy only) sanctioned/released to p,p-.Elt's Ayurved Rusnalava an4 (rorli^-

Hflxtlllh+3g-+*s, 1,,,-,_ 
i^t.rr,"ni, ;r. lffi=

s.14oLLl6/"1 e d t7.o

plate -A, 2nd Flosr,
Tower-lll, NBCC Office,

East Kidwai Nagar-110023

Dated: /Loec., zo2t

Yours faithfully,

i*l' 'fr'^\y'"-1
--@ 

sinia)
Under Secretary to the Govt. of lndia

ixue pui']Y

\try/
i, : t*.,,\ .**,F-*ii$ri1-,- ,.-, , [",-,";,,,._,

,otlege ci AYiirv*ii /rnrj itresoarch Cenle

Akurci. Pune - 411 044

an amount of Rs.9,07,066/_ (Rupees Eight Lakhs

ne

ruilI?"ftr or,Rs:s:,!$ {Rupees nrrle 
lfousand & rour onrv) refunded bv the

::T::?,:i :li,^:,::: _13,11:,:"-1 
,n 

,oou, 
Account vide chanan No n a,l'*'J, ,,;;;.;;;r:r j[:

ffi#'".1:i1,#;fulfilled on tho haci<.rf rha tti'it;--+i^.r /.^-+:r:--!, n ;:ffiT',""ffiliJ

2' The expenditure was debited under Demand No. 4- Ministry of AyUSH, 2210-Medical and public
Health (Major Head), 2200-other system (Minor Head), O7-Grants for Extra Mural Research projects
through Research lnstitute (Pvt./semi-Govt./University/NGo's etc.), 070031-Grants-in-aid (General)during 202A-ZL.

Copy to: -
1-' The surperintendent, p.D.E.A's Ayurved Rugnaraya & sterri

|Ji':: r::^"^irl9 ii 1{.:,'^,i #J;il-6:ffifft;rring 
Murtispeciaritv Hospitar' sector-27'

, Ii"l i_!: :::::,"9i 65, I nstitutionaG;ffi o offii f ra na kp u ri_1 100s8.3. Director (p&E), M/o AyUSH.
4. Budget/Cash Section, M/o AyUSH.
5 UC Folder.

/. 

'i(:.'xv-' Kn-tr{LrL ii)r rl 1\

I

(



i
t

I

| ' i'ir:' ) i1(l 'il..)fi")!'i'ir!-tl€:rYle iIMR]

t' ;.--, tt t:.i t1 ]Y1 t (tl''l{ t*dill

lVli ni tt"fy q1i f,,y \) r v r: 11 ;t. l':i:,; i$ l''; ;'to'"tt r t: i :;r l h rl' U n a fi i' 5i d dh a ancJ Homeopathy

Date ci: J-7tr'Aitgust, 20/-{)

Plate'A, 2rrd Floor'

Of ficr,r Blocl<-ltl, NBCC Conrplex'

t-ast KirJwai lriagar' ND'23

(. I

I i.t

The P;ry 8:' /\trtst:'ztl:' Afl'ir'et {'!tr:rtl i'

i\,.1trii'tt "'r t::i l-''t:l;llt't'' 
t' iraI'rtIIr'1 ""1I(:l"Ii 

'1

NJ ; !' iri,l ir l1 ii ;; w t': l'i' i1 t'"'-^v [-i i;: i i't r

S i.r t' : - [1 cie,::; t' i: i G r;ir nl i'- r rr - ;: ! tJ *i {i :.' ii'r ]:' 0{'1(l;'-

i.Li iJ::,t ril* trr'llji:)i tu'ltlrl i{ii:ii F;rtl 't i'liul;l!

;r'. l.'r rniialirnetrt for SARS CoV-2 infection and COVlti

R r,,';t,: it rc li iI iV n ] 5ch em t r'* u ring 2020- 2 1- reC'

Sir.

]n exercise t0 powers delegatecl under DFPR-1978' I am directed to convey the sanction of th€

presirjenr of tnciia for rerease of an un.,oun, of Rs'6,7E,ooor' t*upees ,ix Lakhs Seventy-Five

rhousand onrv)ro 
,,F,[-Ld.]A*r]e&-}.;"qrayr-e0d liedfo;tj:aes,s*vsssp*aLgss" 

as ls

instarrr.'.,enr of rccurrin' {irarris {or the R;;;;r;;"p-.r-cl rirre?G;;omrueo conrparative clinical tria-'"'.

ro assess trre efficacy of pippari norr.vin. arrci ttagaradi raslraya Ghana vati combination as ar

adiuvant tr*ut*"nt ,iritr., rcvin oirectea'tr,*rupv in covlci'rg o*r,tt"* rnildly synrptomatic cases" undet -

f nin Scherne clt'rrtrig the year }AZA-?L'

2. The Sanction has beetr issuec! as per Rtrles 228 ta 2ri5 of General Financial Rules *75L7' fhr

grant-in-airj wirt be stri:iect to the tono't'on' ancl provisi"" or the modifiecl EMR scherne for sARi

cov-2 infectio* anrJ COVr0 .rg Clisease an,J *o arnoullt ', orn un*reof sl"la* i:e deliveredlutilized t'c

any othei'purpose tttan tne one for which it has treerr sanctioned'

3. .rhe accor:nus of the gra:rte& instirutionlcrrganizatio, shall be open to inspection by'tht

sanctioning authority and audit rrotrr-rrv tr*u cAG of rnrria under the provisions of cAG tDPC) Act' 1971

and interriar audit wing of the o/o ccA of the Ministrr, *hrn*u*r the institution sr organizatlon i:

called uPon tt: do so'

4. 'fhe 6rantr'in-aid of Rs'5'75'0001' {Rupees $ix Lakhs Seventy-Five Thousanct OnlV} is a recurrin;

grant5' .. rL r* nrrnt-ir

5. This sanetir:ri is sr"rhject t* crlrriliilorr iliat the i;rantee institute will disburse this grant'in"ai'

through tAT i€xp*ttcJitt:re. Aclr"anr:e unc 
"*''''ferI 

Mocule of PFMs as per the guidelines unde

iv'i itii!1"r'i i.)i ! i;''jlii'i::.

lr..:nsfcr.il]lj1}u;.lrjL]i.,lilc|':\'itif,el,lri:a<li!.,a\;srili':''iiat]r}o\AJl;}ranc1i.A/L}Aasperrrotificationoft}r
Scirerrre urrdEt 1-iectrot'i lll:'.i t:i'riailhaara'ti'li::i' r'uri? be provicleclluploaded to this l/linistry o

n]onthly basil, ils 0..'l^-,,,0, A.pp,/lclrrr:at b!; tiii? i:.riticilial lnvestigatcrr/or6anization'

7. T'fierrxp'*rtciiiirr-t)i:.iie1:r;r";li:lefCtili':Di:r-ii;liltiirJ*'':i-l'u'littiStryOlAYU5H'221-0-Medical 

a*d')uhl:

Healtit ifr.4;:1cr i-ieacli, ;?ilil l)iii*r 5v:'lrltt livir*o! r'i''';rdl' i)7-crant:; for Ixtr;] {vlural Researc* Proiecl

iiu:, i,r[ -]0:t i: it:!'ti'rr:trj i i;<'ji' I 'i i 'i I i ivlii;

I

l.tLil l, iu

lt. No tJiiii:atiott Celrtrf i<,;.ile is pcrilltr'}ii fiiiaiil:.1 1:|}i.' ii.,.\iitl'liel rJui"inp, {]!,e]VlCtJ} YearS 
?j,'.?::::::::]

(,



F. iiro. 5 1.401 L / g / ?.a?A-Schenry'lr u n I

i) ii, '. ,.,,t,... it;:r i:ir,,ii:ilii,! r, r: i.r,. ,),1,::..r {-.ri.i:, I,}y ir,i:. (-136 C;.:tr,:d'l 0.0S.2020.

'1ci.ri-s f:rithfully

, Urrd*i Ser-retarv to t.itr. '*:cvl. cf !nCr;
r-^,.,......-j,^rJ-.-:.-(, ' ' t'' "":'.] lli,':,"Copy lciiv:lrdi:d f*r infcriri;ltii-ri1 ..r ilti r1l'ces$i]fy ai:tir:n 1*: , r :,:(..:. , :.::..;.:.,.r.:,t:.

,:l ".eri ") r.rlri ,.1 -.,..,.* ;i...J,..,irt., r':i,,,, -...r 1 ., ,-J r/|-.... ^!...... r-\ .i!" r ji :.::. -::
."E{.1l\j;tIA;iyrtg,il"li:aill.iDi\.,|\li.li.i]....i:.l'i;.i{-Jiviai$,i.dc",*{Jtiilii"

? rs) : c/=, . rt i'. n l.r rr- ri! \d.'-. , !;; i\ J. )0 ilf ii-i:\\,'L jiil-i i. jyl..'i; i-i&l',,..:. ii:iii.l,Jii i:.1i:,ii:i;tr I;ei,v l)itihi
\At-.

,1., -.4. 
( 

'",31, ir:iYi.J\i-i i !{:cli{._:tl iili r;i'ri.-:"ii trrii i:ili

-*)tU"t{t 5 I)tjC riri,tl i. ir4ir:r->iri, r,1 :..:,i;::,i lr,.:i.t,L),;,iiij
' ' |, l {: S,trr, 1r,..';t}<ltilrilt-,r-

7 iils i) D.i..i'i's Ayur';{i;1;; iiilr.r:,.\i:,rvir.*rrci lilrriiirg, i'.,'ir.riiii;1.:clriaity- Fiosil!tal, Pune -'r,.jtth the reqyest

..irir,, ',' j;i' j ',i'r i :l ,'. , '.. :' :'i r1.r1l . :t,..j iirr- -:,;1;li.li;ii,:,. ;.,11{,.,,' j.lif} ilti'v i){ l"irli:}lice.

Rtr;r,lt,.li.]'7;,1 iitlij:itiliiii-1;,. li.rir;irr,i)rliiiiji,|, l-j(j:,.iiilai,':ji.:ti*l .)i, l,l rgdi Pracjhrkaran, Puryq--.,
I *-.'\, .. , li,
\' :l:y?.'":

"J;rrjcr Secretary -. r,r;;lXf ;?i:::i
N.B,

1.. Uttliz;ili*il Cr:rtific;te;;li ij$i ii:,., 1-:i.o'risii-.ti of Si:hen.re {juidelirres & as per prescribed format of
Gl:lr-:0:l 7 {i.r 6FR-i i/ii

;. Ar"rditecj Sti:lcmr:nt of fiiptn{iiture inciicatrng accril$d interest, if any, on the released grants.
.3. Datailed Rtlsetr'cl'r Prcii:i:i iir,ri.:t.ii't againrt the releare{ Srants.
4' ['ire iii'ad *{ the instiii-rit >lraii l-rt pt rst,r*aii'..; acs:ciri'r1ai:ie fcr prcper urtilization of the Brants.

. 5. I h(:j l"iiiini il hr,itriii r^r,ir:;i\r,ci ;j: l.i u:,jtilljrr.rcnl {n,. ti:e lle-1.*arcfi project titled ,,Randorni-.d

cui?':i)ari:rrive rlri';rcar iri;,)j t{) .}:i,.a.,1, lir+ rfiii.arv of piili.irli Rasayrrra and Nagaradi Kashaya d,,.,na
Vati cr:rr;i:iniltii;r: ;,)s.tr.i,,;i.l;,.r,.,.iii[ 1ir,;.ilir.,:tr:t witir ii._i\4f"i directed therapy in Corrid-19 pc.ifive
rntlrJiy syi.i.lpt,Sjll;_r*,,, ,,anr,., :

6. l-hc'Jr:"iaijs.ol;il"ii:r'i:i,r:c ui.rci3,:1i iili tir;: irl,'{L\,(j pr$je(t iirc ;rs Urrrler:
i tJ^-l^ -: -:.--- .Heads i 'r;i.t ----*l

i:

yu rve*ic i)riig ;\rr t hen lir;,.; t ic, n. i Rs.50,(
aniJardiza [ror; .& P.lckagiirrg

lnvestigatlons; Nasoplraf .,,rli{eitl

Swab for RT-PCR for SARS i.oV-

ig_!j !ftr,, firi1 *:Lr&jF-P, h{:(;, i xil,
5 ta tisi ir:a I Ana lysis/isti poiirl

"i'ota) l.st rnstEllrne.rt 10 9zo withhelC
amount

i:'rtoi*laLion Rs.50,0001, Rs.50,000/-

,,i1 hroat ils.3,50,U00* iRs.3,20,0O0/-
.30,0001-

Xil, i-'lLrAlC R5.2,0r1,000/-; ' Rs,1,75,000/- zS,aaal-
i{s t{.J 1,0,000/-
Rs.2C.000/:,

'"i
Irs. t.0i_r,L)00/-

tls,7,50.000/-

15,000/- 5,000/-
1 s,000/- 5,0001-

" 9s,1,,-00,Q_0"!1";"

Rs.6,75,000/- Its.75,000/-; Total
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FCrt-llJ! Grft l2 A

| )a lr. 1 a717 !7 4

t oRt.! GFn 1?.-A

isrr: ttL:ir' ?'JE 1 ;;

form cf Uliliiatiori Certifioale FOR At'tTOIOMOtiS BODIES OF TFtf SRAI'lfe E ORGAftIZATlfJhI

Ll'llLlIAl lAl{ {[:il:ill-itjlr.;F Ff-rR il'1: -\ 
rl{:{:ri:::l-2t'Jl :rr ri:lil:r'rr;l

.)f H(;i,tlrr ltgjtii,l:' ir ri..i" llI
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INSTITUTIONAL ETHICS COMMITTEE-II
Pune District Educatioll Association's,

College of Ayurved & Research Centre
Seclor No. 25. Pradhikaran, Nigdi, I'une - 411044

COMMUNICATION OF DECISION OF TIIE INSTITUTIONAL
ETHICS COMMITTEE (IEC-ID

Dcpartment : -Agadtantra

Please note
- Inform IEC-II immediately in case of any Adverse Events and Serious Adverse

Events
- Inform IEC-II in case of any change of study procedure, site and investigator
- The study must be conducted as per approved protocol. Any amendments in the

Protocol/ICF/CRF must be approved from IIEC-II before implementation
- Members of IEC-II have right to monitor the trial with prior intimation
- The status of the study (Completed/Ongoing/Terminated) should be reported time to

time.
- It is mandatory to obtain renewal of approval and apply for the same at the end sf 24

months ifrequired.
- The renewal of approval is subjected to submission of arurual report. If the above

application is not renewed within specified period, then the permission to renew the
project may lapse.
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Title of the studr, : "A Randomized Multi-Center, Prospective, Comparative Clinical Study
to evaluate efficacy and safety of APNJT/SBO A.vurvedic Hair Oil in mild to moderate
Hair loss in fernales."
Protocol No: AP/VJTISBOI}Ll2)22,Yersion no. 2.0 Datcd l3thMay 2022

Investigators Name : Dr,J.J.Phadke, Dr.Y.R.Kulkarni

Revised Revier.r,

Date of Revierv :17/05122
Date of previous review, if revised applicationz 18/4122

Name of the RevierYers:

Decision of the Ethics Committee: Recommended

Sr.No. Designation Name
I Nominated Chairman Dr.Aiit Koiatkar
2. Merllrer Secretarn Dr.Yoeita Jamdade

5. Alternate Mclrbsr Secretary Dr'.Dinesh Naik
4. Basic Medical scientists T)- Meenal Lad
5. Clinicians Dr.Medha Joshi

6. Leeal E:<pert Mrs.Pratibha Dalal
7. Lay Person Mr.Saniiv Alurkar
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MOU- AP/VJT/SBA lo I 12022 Study.
OIMER-PDEACARC)

THIS AGREMENT is made and executed on l2'h March 2022 at Mumbai/Pune, by and

between the foliowing Paltics:

Target Institute of Medical Education & Research (TIMER), a company in corporate and

registered under Companies Act, I956, and having its registered office at A wing 402-NB|C,

Jaswanti Allied Business centre, Ramchandra Lane Extension, Off link Road, Kachpada, Malad

West, Mumbai-400064,Phone-022 62363654

Pune Office No.203, 2ndFloor. Jaymala Business Court, Besides Satyam Prima, Takle Nagar

Manjri BK. Hadapsar Pune-41 1028 Phone> 2ll-48562948 (herein after refbrred to as

"TIMER"), which exprcssion shall unless repugnant to tire context or meaning thereof shall

rnean and include its successors in interest and assigns of the ONE PART.

AND

Pune District Education Association Pune, College Of Ayurveda & Research Center

Sector No. 25, Pradhikaran, Nigdi, Pune-4l1 044 (hereinafter refened to .'PDEACARC")

,,vhich expression shall r.rnless rcpugnant to the context or meaning thereof shall rnean and

include its successors in intercst and assigns of the OTHER PART.

This agreement is exccuted forClinicalTrial Snrdy "A Rsndomizecl, Multi-center, Pros1tcctivc,

Contpttrative Clinical Study 1o evaluate fficacy ttnd safety of AP/VJTI,\BO Ayurveclic Hoir Oil

in mild to ntoclerate Hair lo,ss in fetnales. " Clinical StLrdy, Protocol No. APA/JTISBOI{)112022.

Version no. 1.0 Dated 26thFeb2022.

Now, whereas M/s. AYURVED PRATISTHAN. have entrusted the lvork of conducting clinical

frials on of AP/VJTiSBO Ayurvedic Hair Oii study to Mls. Target lnstitute of lvledical

Education and Research Pr.t. Ltd., fuhimbai,tPune and as whereas 'TIMER' has approached and

discussed with 'PDEACARC' to undertake the ciinical trials as rcferred above as per Protocol

No. AP/VJTlSBOl0il2022, Version no. 1.0 Dated 26ih Feb 2022. Now rhe terms of this IvI.O.U.

witness as under -

(
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MOU- AP/VJT/SBO|}I 12022 Study.
(TIMER-PDEACARC)

1. The Objectives of the study shall be -
The obiective of the study is to evaluate the efficacy and safety of AP/VJTiSBO Ayurvedic

Hair Oil in mild to moderate Hair loss in females.

2. Study outcomes of the study shall be -

1. Primary Outcome:

a. Comparative assessment of hair fall in AP/V.ITISBO Ayurvedic hair oil by running

finger test over a period of60 days.

b. Comparative assessment of hair breakage in APA/JT/SBO Ayurvedic hair oil by comb

test over a period of60 days.

2. Secondary- outcomes:

a. Comparative assessment of hair fall in AP/VJT/SBO Ayurvedic hair oil by Hair Pull test

over a period of60 days

b. Compzrntive assessi.nent of hail gto\\,th in AP/VJT/SBO Apn'edic hair oil by

comparing against standard infrgryrent hair oil users

c. Comparative assessment of effect of AP/VJT/SBO Ayurvedic hair oil on dandmff in

females by standard dandruff evaluation cards

d. Cornparati'r,e assesslnent of effect of AP/VJT/SBO Ayurv'edic hair oil on quality of hair

based on subject questiormaire including effect on graying, hair growth and hair dcnsity.

e. Globalassesslnent of overall clrange in hair loss by the physician

f, Global assesslnent of overall change in hair loss by the sub.iect

g. Assessrnent of safety by observing episodes, severity and duration of any allergic

reactions and adverse events

Safety Assessment Parameters:

a. Tolerability of study treatments by asscssing ADRs on study completion.

b. Vital signs inchrding allergic reactions, skin infections etc.

c. Assessnrent of Overall Sakty and Tolerability of the product by the physician and
subject on global asscssllrcnt scale by the investigator and by subject herself.

3. Study Dcsign-

A Randomized Multi-ccnter, Prospcctivc, Comparative Clinical Study.

Confidential
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MOU- AP/VJT/SB O I o I I 2022 Study.
(TIMER-PDEACARC)

4' The criteria for incrusion of subjects for this study shafl be -
Subjects meeting all of the follorving criteria will be i,cluded in the study_
l. Fernale subjects between trrc age group of l It- 45 years both inclusive
2' Subjects suffering from mild to moderate hair loss (40-140 Hair by comb test and Finger

Test).

3. Subjects who are infrequent hair oil users

4' subjects rvho are williug to give informed consent and ready to comply with t6e protocol
5' Subjects who are ready to provide regular follorv ups till the cornpletion of the Study.

5. Subject Exclusion Criteria
subjects meering any of the folrowing criteria rvill be excluded from the study-

l ' subjects with severe Hair fall due to any clinically significant disorder/s like anemia.
thyroid disorders erc.

2' sub-iect rvith se"'cre dermatological disorders of the sealp that might interfere rvith the
study evaluation

3' Subjects with recent disease history [ike, malaria. ryphoirl, "iaundice and scalp diseases
and subjects who in the opinion of the in,estigaror are not eligible for enrollprent in the
clinical study

4' Subjects rvho have regularly used anti-hair fall treatment rvith hair oils over the last 6
months.

5- Subjects who have previously undergone hair transplantation procedues
6' Subjects on systemic steroids for more than 14 days urithin 2 months prior to

enrollmcnt.

7. Subjects on immunosuppressivc drugs

8. Knorvn cases of Hypersensitivity to hair oil contents
9' Subjects rvho hare participated in any other clinical study since last 3 months
l0' subjects rvho are reported pregnant/pranning a pregnancy or ractati,g.
I l. &fenopausal Women

AP/vJT/sBo Ayur*dic Hair oil mainly contains the extracts of Ficus bengalensis Aerial
root (Jata)' It is very effective in hair fall control, strengthens hair roots and enha,ces hair
growth..

(
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MOU- AP/VJT/SB O I 0 | I 2022 Study.
(TIMER-PDEACARC)

7. After getting clearance &om the Ethical Committee for this clinical study, the subject5

attending the O.P.D. at 'PDEACARC'at Nigadi, Pune meeting inclusion criteria and voluntarily

written consents, will be recruited for the study at O.P.D. basis. Patients (sub.jects) will be

selected on screening visit and written informed consent wil! be taken from sub,ies15 for their

participation in the study.

8. Treatment Plan:

Exposure to Investigational product shall be given to only those subjects who meet the

inclusionlexclusion criteria. All screened subjects shall be entcred into the screening log.

Subjects who meet the inclusion/exclusion criteria shall be recruited in the study.

Recruited subjects shall be allotted a unique subisct nurnber and the number sball be

entered in the enrohnent log. If a subject drops out of the study after allocation of the

unique subject number, that number shall not be re-allocated to another subject.

The time and date of rccruitment shall also be recorded in the eruoiment 1og. The time

betrveen recruitment and dispending of the drug shouid be as short as possibie.

If a subject drops out of the study after allocation of the unique subiect nunrber, that number

shall not be re-allocated to another subject.

9. Treatmerrt period

Female subjects will be advised to massage rvith approximately l0 rnl of hair oil minimum

tlree times a week for 60 days.

10. Rescue Medication

An accurate record of used rescue medications u,ill be kept in thc CRF. No other hair oil or

shampoo will be permitted for hair fall control or dandruffcontrol.

11. Diet /Activity/Othcr

All the subjects rvill be advised to continue their regular diet and exercise regimen (which they

are ah'eady follou,ing) during the entire study.

(

(
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MOU- AP/VJT/S B O I 0 I I 2022 Study.
(TIMER-PDEACARC)

12. Follorv Up

Safety information shall be collected at each study visit. Subjects with SAEs or AEs that

ongoing at the end of the study treatment shalibe foiiorved untii the resolution of the event.

13. Description of Investigational Product

The investigational instrument manufactured is already approved by the FDA.

14. Procedures to be performed daily during study treatment

After Ethics committee's clearance for the clinical study and subsequent registration of clinical

trial at CTRI website, subjects attending OPD meeting inclusiou criteria and ready to provide

written informed consent for participation in the study, *ill be recruited in the study. The

treatment r,vill be given on OPD basis. 20 sub.iects with in rnild to moderate Hair loss in feurales

will be screened for eligibility criteria to get 20 evaluable cases at the end of the study.

On screerring visit, written informed couscnt will be obtained frorn the subiects for their

participation in the str,rdy. Sub.iect's history will be recorded and her physical examination rvill

be done. Assessment of inclusion and exclusion criteria lviil be done. Assessmeil.t of hair loss

will bc done and those subiects having mild to moderate hair ioss (40-140 Hair by Comb

iest, Running Finger Tcst) will be included in the study. Subjects will also be assessed

based on hail pull test. Subjcct's dandruff score will be evaluated on standard dandmff

evaluation strip. Subject's clinical examination will be done and past history of any illness or

medicines will be recorded. Subjects will undergr"r lab examinations like Hli% and TSFI.

Subiects with lorv Hb% and thyoid disorders rvill be excluded from the study. If Sub.iects

are eligible, thcn tlrey rvill be enrolled in the study. Subjects rvill be advised not to takc any

medication for the treahnent of Hair loss except tire study medication during the study period.

Subjects will be advised to continue their usual routine diet and exercise/activity regimen,

which they are already following, during the entire study period. Subjects will be advised to

come to the hospitalisite br the baselile visit rvithjn 5 days aftcr thc screcning visit.

On baseline visit (Day 0), the subject rvill be recruited in tlie study if she meets all the inclusion

criteria As per conrputer generated randomization list, sui:.fect rvili bc randomized to onc of the

sfudy groups, Tl'rere rvill be two groups, one group of paticipants will be provided with

Confidcntial
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MOU- AP/VJT/SB O I 0 1 I 2022 Study.
(TIMER.PDEACARC)

AP/VJT/SBO Ayurvedic Hair Oil while the other r.vill be assigned to the group u'ho are

ipfreqlent hair oil users. Investigational Product dispensing rvill be done to Subject's in the

AP/VJT/SBO Ayurvedic hair oil group. Subject rvill be asked to do a Running Fingcr Test

(RFT) and Comb Test (CT) in the presence of the investigator and hair will be collected and

counted in a labelled poly bag and docrunented in the CRF.

Hair pult test wiil be done in which subjects small section of hair (approxirnately 20-60 hair)

frorn the proximal portion of the scalp 'rvill be grasped bqtlveen the thumb, index and middle

fingers from the base of the hairs near the scalp and firmly, but not forcefully, tugged away

from the scalp. 't'he number of hairs pulled away from scalp wiil be cottnted and recorded in

CRF. Average length of hair from the Pull test willbe measured and recorded in CRF.

Subiect's dandruff score rvill be evaluated on standard dandmff evaluation strip. Clinical

exarlinations, both Cencral aud Hair Specific will be done. Subjects wiil be assigned to either

any of trvo gloups based on computer generated rzurdomization list and the hair oilbottle wiil be

dispensed. Sub.iects will be advised to massage r,vith approxirnately 10 mi hair oil on the scalp

with fingertips before going to bcd in night or before bath for minimum 3 tirnes a week.

Sub.iects rviil be asked to do hair wash thrice a week

On every foilow up visit except last follow up visit, sub^fects from the AP/VJTiSBO Ayurvedic

liair oii group will be provided with the hair oii. On every follow up visit, the ernpty container

will be collected from the subiects in the AP/VJT/SBO Ayurvedic hair oil and drug compliance

r.vill bc checked.

Subiects witl be called to tlre investigators site on day 15,30, 45 for follow up. At every follow

up visit subject's clinical examination will be done. Subjects u,ill be asked for any adverse event

during this period. Assessment of Hair loss will be done by Running Fingcr Test (RFT), Cornb

Test (CT) and Har pull test in the presence of investigator. Sub.iect's dandruff score will be

done on dandruff cvaluation strip. Average hair length will be recorded on each follorv-up visit.

Average length of hair from the Pull test rvill be measured and recorded in CRF. On every visit

slbjects rviii be intcrrogzitecl based on questionnaire to evaluate thcii' quality of hair (both on

graded scale and VAS) incftiding effect on dandruff, graying and hair grou,th.

(
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MO U- AP/VJT/SB O / A U2022 Study,
(TTMER-PDEACARC)

On day 60 i.e., end of treatment visit. clinical exarninations will be done. Subiects rvill be asked

for any adverse event during this period. Assessrnent of Hair loss will be done by Running

Finger Test (RFT), Comb Test (CT) and hair pull test in the presencc of investigator.

Subject's dandruff score will be done on dandruff evaluation strip. Average hair length from the

Pull test will be recorded. Subject's will be interrogated based on questioruraire to

evaluate their quality of hair (both on gradcd scale and VAS) includiug effect on dandruf{

graying and hair growth. Global evaluation based on the subiect and the investigator will be

done at the final visit. Subjecis will be advised to stop Study medication and take advice of

investigator for further treatment.

If the subject had AE/SAE, the details of the incidence will be documented in the source

document and CRF. SAE, if any, rvill be reported to the IEC in a SAE reporting form. Rcscue

medication uscd, if any, will be recorded in the CRF.

All the subiects will be asked to take the advice of thc investigator fbr fi.rrther treatmerlt at end

ofStudy.

15. ASSESSMENT OF SAFETY

A. Specifications of Safety Variables

Safety shall be assessed by clinical review of all safery parameters, including tlie following:

a. Adverse event rcporting

b. Vital signs including pulse rate, respiratory rate, body temperature, and blood

pressure.

Safety variables shall be listcd individually for detailed clinical revielv when needed.

The changes from baseline in vital signs shall be presented descriptively by treatrnent

(formulation). Additional tables shall summarize adverse events by severitl,and reiationship to

studyproduct as rvell as leading to SAEs and rvithdrarval of the subjects fromthe sfudy.

16. ETHICAL COI{SIDERATIONS & REGISTRATION OF STUDY:

The study will be conducted, recorded and reported strictly in accordance with lCH GCP

guidelines laid down for Plr.rrmaccutical dmgs and Medical Devices and tl-re ICMR ethical

guidelines for biomedical research on hutnan participant's amendment in 2006, which are

originated from WMA-Declaration of Helsinki.

(
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MOU- AP/VJTiSB O I 0 1 Da22 Study.
(TIMER-PDEAC.4.RC)

During the conduct of the clinical study, rights, safety, and rvellbeing of the study participants

will be given prime importance.

Good laboratory practiccs (GLP) lvill be followed for all the Laboratory investigations to be

performed under the study. The instrument will be manufacfured with compliance to Good

Manufacturing PractieeS (GtvP) as applicable for elcctronic products in India.

17. Ethics Committee review and communications

The study protocol and related documents will be submitted to the Ethics committee of the

respective study center fcrr review and approval. Subjects will not be recruited to the study until

the IEC approves the study. Any changes in this study plan or protocol will be implemented

only after they are revierved and approved by the lEC. IEC will keep its close r,vatch on the

study conduct for the entire study duration.

For any IEC related query or complaints, a person lrom the ethics committee, to bc approached,

is chairman/sccretary of thc respective Ethics corunittce.

18. Written Informed consent process

On screening visit, r,oluntary written inforrned consent, for their participation in the study, will

be obtained frorn the subiects on ICF; printcd in the language best understood by them. During

the Infonned consent process, subtects will be explained the obiectives of the study, design of

the study and possible risks and benefits of participation in the study. They will be given

enough time to ask questions to fully understand tlre study. lf the strbiect is illiterate, informed

consent process will be in presence of an impartial witness, if the subject agrees to participate in

thc study, hisiher thurnb impression rvill be taken on the ICF and also the signahrre (with date)

of irnpartial u,itness u,ill be obtained ou the same ICF. One ce-rpy of the ICF will be lranded over

to the subject. The informed consent process will bc documented

19. Subj ect confidentiality statement

The identity of the study subjects will not be provided to any party except study related

personnel, Sponsor or thcir rcpresentatives, ethics comrnittee and representatives of

Govcrnment regulatory bodies. The data generated and recorded from the study will be kept

(
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MOU- AP/VJT/S B O I 0 I I 2022 Study.
(TIMER.PDEACARC)

confidential and in a coded form. The recorded clata, after analysis. may be published by the
sponsor or with the investigator's consent in peer-reviewed scientific.fournals without revealirrg
fhe identity of any subiect.

20. Subject Insurance policy

The Sponsor undertakes to bear any compensation and cost for niedical treatment of any
possible trial-related injuries to the study subjects, caused specifically due to rhc use of the
investigational product- The investigator shall be conrpletely indemnified by the Sponsor in this
regard' All subjecfs will be compcnsated for the expenses arising for medical/surgical treatment
for specifically any Adverse Reaction related to the study drug. All participating subjects i11 the
study rvill be covered rinder the clinicar trial liability insurance.

21. CTRI registration:

The study w'ill be registered witir the Clinicai Trial Registry of India after approval from at least
one of the IEC. The sratus of other EC approval i,r,ill be updated accordingly.

22. Appointment of Research Coordinator:

The Investigator or Institute shall appoint and entrust the study work
Coordinator. TIMER will rrake payments to the Research coordinator
per mutually agreed tenns.

to at least one research

for the clinical study as

22. Payments:

'TIMER' shall pav to MAMSGAK as per the agreed Ruclget of rhe study. Senice Tax or TDS
or any other taxes rvill be applicable as per the rules. Payrnent schedule will be fbllow
Milestone Payment
Milestone 1- AdvanCe ILL f ee atong ulrth submission of Document

tu"/o ot total budget (Less IEC Fee) at the rime of initiation of
Oq:!se4iq4v

Milestone 2- Screening Visit 25'l'o of total budger (Less IEC m
patient!.

Milestone 4- Study Completer

@
23"/o oI total budget (Less IEC Fee) upon recruitmcnt of 36
patients.

uatance tu"/o of total budget (Less IEC Fee) upon completion
of the studv follorv un visirs

Milestone 6- Report Subtxission Ilfal 15?6 at the time of submissffi

Confidential
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MOU- AP/VJT/SB O I 01 I 2{)22 Study.
(TIMER-PDEACARC)

(Pavment asreed is exclusive of GST or TDS or anv other taxes rvhich rvill be added to the

budeet).

23. Judistriction:

In case of any dispure not settled by mutual discussions, Pune shall be the area of Judistriction.

24. Conduct of Clinical Study:

The clinical study under this protocol will bc done as per the current ICH,GCP guidelines for

conducting clinical studies. The clinical study will be carried out as per the protocol agreed

upon.

25. Documentation & Communications:

lnvcstigator will perioclically corununicate the process trf the clinical trial to the CRO.

Investigator will cooperate during the monitoring visits by providing all the relevatrt details.

Maintaining the source documents and records for the relevant period of time (5 Ycars) r,vill be

donc at tire Site.

26. Publications, IPR:

Any intellectual knorvledge gencrated tkough the study sliall belong to the sponsor and the

invcstigator and organization shall not have any rights on it. Nothing related to the clinical study

or the product shall be revealed to the press or any other organizatiorVpersons without the

consent of the sponsor. The rights to publish the data will lie with the sponsor, hower-er, no data

or publication will be done without the prior inforrnation and approlal of the lnvestigator. The

lnvestigators involved in tire study wili be the Authors of the Publication whcnever it is done.

(

(

Confidential
Page 10 ofl1



MOU- AP/VJTISB O I o I I 2022 Study.
(TII\4ER-PDEACARC)

This M.O.U. has been signed by the parties at Mumbai on this l2'r'day of lVlarch 2022.

(

(

Signed for and on behalfo{,

Target Institute of Medical Education and

Research Pvt Ltd.,

Pune OfEce No.203, 2dFloor, Jaymala Business

Court, Besides Satyam Prima, Takle Nagar Manjri

BK. Hadapsar hrne-4I1028 Phone:- 2048562948

Signed for and on behalf o[

Pune District Education Association
Pune, College Of Ayurveda & Research

Center Sector No. 25, Pradhikaran,
Nigrli, Pune-4l1 044

Authorized Signatory: Authorized Signatory:

V
Name: Dr. Ruby Dubey Nu,,", k K,'.;o ^yo?F,f,*ot*rdr 

centre
Collegrl ol AYunec

t'ti0di, Ptrne ' 411 044'

Title: Manager-Clinical Trial Operation
Target Institute of Medical Education
& Research Pvt. Ltd

Company Stamp:

Title:

Witness: Witness:
Name: Aev Sus,hit lnffJ-e- Name: Dt. bobade R. b -

Signature: ,*.+

Confidentiai
Page 11 of11
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\iatajatarii Sturiy Tentativc Butigct

DATE:04103/2072

STUDY TITLIT: A Randomized, Multi-cerrter, Prospectivc. Conrparative Clinical Study to
evaluate efficacl, and safet-v of \/atajatadi A.vurvedic l-lair Oil in mild to moderate Hair loss in
fernales

SATUPLL StZE: l0 conrpieted parients

STUDY DURATION: 3 month

SPONSOR Nr\NIE: \\,'elex Laboratories Pvt . Ltd.

Sr- No- Particulars Amount (Rs.)

I IEC Fees 1 0000

2 Pl I'-ces I _5000

3 Co-luvestigator I 5000

+ (--RC I 0000

4 La[.r Investigation At Actual

-5 Institutional Charges ( l0 %r of Totai Budget )

6 'i'ola I

Pal,mcnt schcdule:

a) IIIC fee r.villbe paid ar lhc time ol'submission of documents

b) 25'llo chargcs of PI Fees atid Co-invcstigator tbes will be paid after enrolment of 2-59'o sul-rjecrs.

c) 259( chargcs o1'l'l Fccs and Co-ini'csiiEator fccs rvill bc paid aftcr cnrohncnt of 509/r, subjccts.

d) ?57o charges of PI Fees and Co-invesligator ibes r.vill bc paiti alicr cnrolnr ent of 7 5ol, sub_iecrs.

e') Rctnaining 25% chargcs of PI Fccs and Co-invcstigator fces rvill be paid aftcr singing of finalrepofi

0 Charges for contingencies u,ill be done as and u,hen necessary

g) A indcpcndcni. CRC u'iil bc appointed frorn Target Instilute and rvill trc paid on rnontliiy basis

h) Institutional charses rvill be paid at the end of the trial.

i) Aii applicablc taxes lvill bc deducted s'hile rnaking payments to the respectil'e individual/lnstitute.

j) All invcstigators and Co investisators narncs to bc addcd in pubtication of the study.

For'.

Target Institute ofMedical Education and Research,

Mumbai

TRUE GOPY

,''' o0 , /
rrMr:i

,oflese el Ayu rvcd,5.r, I i:'.;::l 33ici Llefl ;

Akurci, Pirttc'41i 04d

tr--S
li,l .'?.s, i "
.:)'1. q: .:}.' ./ :(.

idi!:;s',1i;;

Page 1 of 2



Vatajatadi Study Tentative Budget

Page 2 of 2
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No. of
Patients

Total
Invesiigatir.rrts

Clrqroos
(Rs.)

Frcquencv
Sr. No.

1 15
i rlo70

1
15

2 t5H



Target Institute of Medicol
Education & Research Pvt. Ltd.

Registered & Corporate Office(l{umbai):
A-402 LIB/C, Jaswanti Allied Business Centre,
Ramchandra Lane Extension, Kachpada,
Off Link Road. Malad West, Murnb ai - 400064.
Phone: 022 62363654

Registered & Corporate Office (Pune):
Office No. E-203, Second floor, Jayrnala Business
Coufi, Besides Satyam Prima, Takle Nagal, Manjr-i bk.
Hadapsar, Pune- 4l 2307.
Phone: 020 48562948

Date 2110312022

,ollege of Ayuned AadResaarch Cenrp
Akurcji, pirne - 411 A4t

t

To,

The Member of Secretary

Institutional Ethies Committee
Pune District Education Association Pune,

College Of Ayurveda & Research Center
Sector No. 25, Pradhikaran, Nigdi,4l 1044

Sub; .Submission of Clinical Study Documents to Institutional Ethics Commitee of pune District
Education Association Pune, College Of Ayurveda & Research Center. for review and approval

Respected,

As discussed, please find enclosed following documents for clinical study titled "A Randomized, Multi-
center, Prospective, Comparative Clinical Study to evaluate fficacy and safety of Ap/yJT/SBO Ayurvedic
Hatu Oil ln mild tu moderile Hair loss iiifeii4ales. " please ffnd enclosed documents for review and
Approval.

Thanks & Regards,

For

(

{,"D
Target Inffite of Medical Education and Research pvt Ltd
Dr. Ruby Dubey
Manager-Clinical Trial Operation

Sr.No _D_-olunrcnt Vgrqion No.& Date
I Clinical Study Protocol Version no. 1.0 Dated 26th Feb 2022
2 Cqse Report Form Version no. 1.0 Dated 26th Feb Z02Z
J Informed Consent Form English Vcrsion no. 1.0 Dated26thFeb2A22
4 Infonned Consent Fonn Marathi Version no. 1.0 Dated 26th beb 2022
5 Informed Consent Form Hindi Version no. 1.0 Dated 26th Feb 2022
6 Informed Consent Form Translation certifrcat"

(, Marathi & Hindi)
Version no. i.0 Dated 26th Feb 2A22

7 SAE Reporting Fonn Version no. 1 .0 Dated 26th Feb Z0Z2
8 Invesiigator Undertaking

9 CV (PI & Co-I)
lc) coq oP =P

Vtr
\

www.targetinstitute.in info(Atarqetinstitute.in



Target Institute of Medical
Education & Research Pvtltd,

PROTOCOL APlV.lTiSBO/0112022^ Version no. i.0 Dated 26rh Feb2022

SAI\{PLE SIZE: 20 Completed parients

STLIDY DURATION: 3 months

CRO: - Tarset Institule of N{edical education &
Researcir Pvt Ltd
402 Au'ing AIBIC Jasu,anti z\llied Business Centre
Ramchandra lane Ext kac N,lalad \\/
Contact Persr:rr: -Dr Rub1, Dube1,
Email Id: - drrubytargetinst@gmail.com
Phone No: -89755332I5

STIIDY TITLE: '-A Randornized.
elficacy.and saferv of AP/VJT/SBO

Payment schedule:
a) IEC fee rvill be paid
b) 25oh charges of PI ;

subjects.

PI Name: -
Eniail Id: -

i Phone No:
lVIulti-center. Prospective. Comparative CIinical Studv to evaIuate
tAvi-irvedic Hair Oil irr rnild to nroderate Haii' Ioss in females."

at the time of subinission of docunrents
Fees and Co-investigator fees v,,ill be paid after

Registered & Corporate Office(lvlumbai):
A-402 A/B/C. Jasrvanti Allied Business Centre,
Ramchaudra Lane Extension, Kachpada,
Off Link Road, N4alad lVest, Mumbai - 400064.
Phone: 022 62363654

Registered & Corporate Office (Pune):
Offlce No. E-203, Second floor, Jaymala Business
Court, Bcsides Satyam Prima, Takle Nagar, Manjri bk
Hadapsar, Pune- 412307 .

Phone: 020 48562948

enrolment of 25%o

enrolment of 50Yo

enrolment of 75Yo

,ollege of AyrlrveC irnd R.:seerch Ce

etinstitutdfiUoi, Pune- 4f a44

Date: - 1510412023

Revised Budget for Hair Oil Study Akurdi Hospital Pune
(Version I .0. l5'r' Apr 2023)

c) 25%o charges of PI Fees and co-investigator fees will be paid after
subjects.

d) 25o/o charges of PI Fees and co-investigator fees will be paid after
subjects.

e) Remaining 25o/o charges of PI Fees and Co-investigatorfees will be paid after singing of
final. report

0 Charges for eontingencies will be done as and when necessary
g) Institutional charges will be paid at rhe end of the trial.
h) All applicable taxes ,*,ill be deducted while making payrhents to the respective

ind ividual/lnstitute.

rfi(n;,; and Co iirvestigator-s ltatres to he added in nrrhiicaf iorr of tlre StLrdr,. 
TfrIJM CC#Y

ffi

SITE: - A1'urvcd RLrenalava & Ster{ing
Multispecialitl, Hospital Pune

SPONSOR NAME: AYURVED PRATISTHAN.

Sr No Head Amount in Rs"
i IEC Fees 10000.00
2 Principal Investigator Charges 1s000.00
J Co-Investigator Char.qes 15000.00
4 CRC r 0000.00
5 Lab Chalges (At Actual) 9600.00
6 Total 59600.00
7 Institutional Charges (10% of Total Budser) 5960.00
8 Grand Total 65560.00

F tiril",i 
'- 

I I

(

i) All i



AI{NEXUIIE _ I

Sr.
No.

Investigations Charges
(Rs.)

Frequencl' No. of
Patients

Total

1 Hb% (If Requile) 2s0 1 )A 6000.00
]'SH (lf Require) 150 1 24 3600.00

lfnrel Artt. 9600.00

CRO SITE

For.
Target Institute of Medical Education & Research Pvt Ltd

For,
A.v-u lved Rugn alay,a & Sterl i n g lvl u lti s pec i a I iry-

Hosp.ital Pune

(

(

t
I



Registered & Corporate Office : .

A402A/B/C, Jaswanti Allied Business Centre,
Ramchandra Lane Extension, Kachpada,
Off Link Road, Malad West, Mumbai - 400064
Phone :02262363654

Efucation {,Rgsearcfi

.l-o.

Ar,urved Ruqnalava & Sterling
Multispecialitv I-lospital Akurdi Pune.

Date:25101/2023
Sub: Final Pa,vments for Clinical studies on Hair Oil Studr,.

Deal Dr'"

PIease find along u,ith this letter torvards pavments 1or the above-nrentioned clirrical si.udics. These
pa)'nrents are as pel'\/olrl'mail (copies attached) and are tl-ie lrinal Pal,ment lor these studies. Please
tiote that u,e have deducted a TDS of 2oh on each pa,rirrerlt. TDS certificate u'i1l be provided to
vou accoldinglv.

Kindll, acknorvledge the receipt oflhg same.

, N4anv thanks('
Fo,'" paq''lb:"o|9
Target' Institute of Medi

{arget Inrtitute of tuLedbaf

Mumbai
Pvt Ltd

THUE O{fY
r.ir (

H+*
F;ii, : - ;i

,ollege 0f ni,lti,,r-: il::i.i :r4:.,3,!"r.air ()pnr.,

Akuror, pLrn(t - ;i i1 A4n

Sr.

No
Studv Product Chq. Amount Rs. And Chq. No TDS deducted l-otalArnt

I Hair Oil Stud,v Rs.54.4471 _ Chq No.00 1480
Dated 241 0412023 ICICI BANK

Rs. l,l 13.00 Rs.55,560.00

Total Paid Amt- -------------54,447.00

Name: - Ayurved Rugnalaya & Sterling Multispeciality Hospital
Account No: - 3279492L07
Rank Name: - Cenfral Rank of India

WWW.

(



(,

CIINICAI STUDY PROTOCOL

,? Randomized, slngle btind, Multl-center, Prospective' comparatlve cllnlcal

Study to evaluate efficacy and safety of Four Hair Oil formulations in mild to

moderate Hair loss in fe.males"'

ProtocolNo: Ho/EM l2o!T,Version 1'0, Dated 14rh lune2oL7

(,

;-;;; i|i;:l;;;",,;men'{i i,oi;d,d to you d5 on invest.igotor,

coordinotor ond /or opplicable institutional review board /ethics committee' By accepting

this document, you ogi'ee thot the information contained herein shall not be disclosed to

others, without written outhorization from Target lnstitute of Medicol Education & Researcl''

ffIMER) and sponsor Emami Ltd except to the extent necessory to obtain informed consent

from those persons to whom the study medications shall be odministered or for regulatory

purposes when osfe:d by outhorized regulatory personnel'

DUaIlIleU Wll,!l \ralIlDl
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