To

File No. SND/CT/21/000042
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(Subsequent New Drugs Division)

FDA Bhawan, Kotla Road,
Mew Delhi-110002
Dated

20 4n 2007

M/s. Pulse Pharmaceuticals Pvt. Ltd.,
#18/1, Sector Ill, HUDA Techno Enclave, Hitech City,
Madhapur, Hyderabad 500081, Telangana — 500081,

Subject: Permission to conduct Phase Il Clinical trial of Nano Carrier Entrapped

Vitamin D3 Oral Dispersion 60000IU Tittle: “Comparative Efficiency of
three Vitamin D Supplements in Addressing Vitamin D Deficiency in
Adults with Low Back Pain"”. (Protocol ID. Pulse-01 21, Version no. 2.0,
24.11.2021) - Reg.

CT NOC No.: CT/ISND/02/2022

Sir,

With reference to your Application No SND/CTO4/FF/2021/24950 dated 11.08.2021
please find enclosed herewith the permission in Form CT-086, CT NOC No.
CTISND/02/2022 to conduct the subject mentioned clinical trial under the provisions of
New Drugs and Clinical Trial Rules. 2019,

This permission is subject to the conditions, as mentioned below

(i)

iy

Yours faithfully,

W
Y e

(Dr. V.-G, Somani)
Central Licensing Authority

Conditions of Permission

Clinical tnal at each site shall be initiated after approval of the clinical tnal
protocol and other refated documents by the Ethics Committee of that site
registered with the Central Licencing Authanty under rule 8.

Where a clinical trial site does not have its own Ethics Committee, clinical trial at
that site may be initiated after abtaining approval of the protocal fram the Ethics
Committee of another tnal site: or an independent Ethics Committee for clinical
trial constituted in accordance with the provisions of rule 7

Provided that the approving Ethics Committee for clinical trial shall in such case
be responsible for the study at the trial site or the centre. as the case may be;
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Provided further that the approving Ethics Committee and the clinical trial
site or the bicavailability and bicequivalence centre, as the case may be, shall
he located within the same city of within a radius of 50 kms of the clinical trial
site,

In case an ethics committee of a clinical trial site rejects the approval of the
orotocal, the details of the same shall be submitted 1o the Central Licensing
Autharity prior to seeking approval of another Ethics Committee for the protocol
far conduct of the climcal trial at the same site;

The Central Licencing Authority shall be informed about the approval granted
by the Ethics Committee within a period of fifteen working days of the grant of
such approval,

Clinical trial shall be registered with the Climeal Trial Registry of India
maintained by the Indian Council of Medical Research before enrolling the first
subject for the trial,

Clinical trial shall be conducted in accordance with the approved clinical trial
protocel and other related documents and as per requirements of Good Clinical
Practices Guidelines and the provisions of these rules.

Status af enrolment of the trial subjects shall be submitted to the Central
Licencing Autharity on quarterly basis or as appropriate as per the duration of
treatment in accordance with the approved clinical trial protocol, whichever IS
earlier.

Six monthly status report of each chnical tnal. as to whether it is ongoing,
completad or terminated, shall be submitted to the Central Licencing Authority
electronically in the SUGAM portal;

In case of termination of any clinical trial the detailed reasons for such
termination shall be communicated to the Central Licencing Authority within
thirty warking days of such termination;

Any report of serious adverse event occurring during clinical trial to a subject of
clinical trial, shall, after due analysis. be forwarded to the Central Licencing
Autherity, the chairperson of the Ethics Committee and the nstitute where the
trial has been conducted within fourteen days of its occurrence as per Table 5 of
the Third Schedule and in compliance with the procedures as specified in
Chapter W of the New Drugs and Clinical Trials Rules, 2019,

In case of injury during clinical tral to the subject of such trial, complete medical
management and compensation shall be provided in accordance with the
Chapter ¥ of the said Rules and details of compensation provided in such
cases shall be ntimated to the Central Licencing Authority within thirty working
days of the recept of order issued by Central Licencing Authority in accordance
with the provisions of the sad Chapler;

in case of clinical trial related death or permanent disability of any subject of
such trial during the trial. compensation shall be provided in accordance with the
Chapter VI and details of compensation provided in such cases shall be
ntimated to the Central Licencing Authority within thirty working days of receipt
of the arder ssued by the Central Licencing Authority in accordance with the
provisions of the said Chapter,



(i)

(xiv)

{xv)

(xvi}

The premises of the sponsor including his representatives and clinical trial sites.
shall be open for inspection by officers of the Central Licencing Authority who
may be accompanied by officers of the State Licencing Authority or outside
experts as authonsed by the Central Licencing Authority, to venfy compliance of
the requirements of these rules and Good Chnecal Practices Guidelines. to
inspect. search and seize any record, result. document, investigational product,
related to clinical thal and fumnish reply to query raised by the said officer in
relation to clinical trial,

Where the New Drug or Investigational New Drug is found to be useful in clinical
development, the sponsor shall submit an application to the Central Licencing
Authority for permission to import or manufacture for sale or for distnbution of
new drug in India, in accordance with Chapter X of these rules, unless otherwise
justified.

The Laboratory owned by any person or a company or any other legal entity and
utiised by that person to whom permission for clinical trial has been granted
used for research and development, shall be deemed to be reqistered with the
Central Licensing Authority and may be used for test or analysis of any drug for
and on behalf of Central Licensing Authority;

The Central Licencing Authority may, if considered necessary, impose any other
condition in writing with justification, in respect of specific clinical trials, regarding
the objective, design, subject population, subject eligibility assessment. conduct
and treatment of such specific clinical trial

(xvii) The sponsor and the investigator shall maintain the data integrty of the data

generated dunng clinical trial

(xvii}informed Consent Documents (ICD) viz. Patient Information Sheet (PIS) and

Informed Consent Form (ICF) complete in all respect & must be got approved
from the respective Ethics committee and submitted to CDSCO before enrolling
first subject at the respective site.

(xix) The reference product used in the trial should be approved by the CDSCO.

{xx)

PK assessment should be carried out for cholecalciferol and 25-Hydroxy
Cholecalciferol.

(xxi) The firm should submit revised clinical trial protocol prior to initiation of

the clinical trial.



FORM CT-06
(See rules 22, 25, 26, 28 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OK
T NEW DRUG

CT NOC NO.; CTISND/02/2022

The Central Licensing Authority hereby permits Mis Pulse Pharmaceuticals Pvt. Ltd.,
#18/1, Sector Ill, HUDA Techno Enclave, Hitech City, Madhapur, Hyderabad
500081, Telangana — 500081 to conduct clinical trial of the new drug er-rvestigaticnal
new-drug as per Protocol ID: Pulse-01/21, Version no. 2.0, dated 24.11.2021 n the
below mentioned chnical trial sites.

2. Detalls of new drug or vestigational new-drug

| Names of the new drug: | Nano Camer Entrapped Vitamin D3 Oral Dispersion

| | 50000IU ol
Therapeutic class: " Vitamin D Supplement ——
Dosage form: | Oral Solution
Composition: | Each 5ml contains:

Cholecalciferol ... 60000IU

| Indications:

Details of clinical trial sites

T
; Mo,

| 560 034, S R R e
Dr Manish Kumar, Indira Gandhi Institute of medical Sciences
Aszociate Professor, IGMS Sheikhpura Patna Bihar India

Vitamin D Deficiency in adults with ch ronic low back pain

Name of Principal Investigator & | Ethics Committee Name/Registration
Trial sites ' Number

Dr Raj Kumar S Amaravati, Ethics Committee of St John's Medical
Protessor College Next to Cardinal Cracias hall

Department of Orthopaedics Head - Ground  Floor  Old - College Building |
Division of Arthroscopy and Sports Bangalore.

Surgery, St John's Medical College ECR/238Inst/KAZO13/RR-16
Hospital, Sarjapura Road. Bangalore-

Depariment of Orthopaedics Indira

Candhi Institute of Medical Sciences, | ECR/B40/Inst/BR2014/RR-17
Allahabad bank, Bailey Rd,

Sheikhpura, Patna 800 014

' Dr ¥ Thimma Reddy. "Osmania  Medical Callege 5-1-876

| 500 095

Professor Dept of Orthopaedics | Turrebaz Khan Road, Koti, Hyderabad 500
Osmania Medical College 5-1-876 | 095
Turrebaz Khan Road, Koti, Hyderabad | ECR/300/nst/AP2013

3. This permission 15 subject to the condiions prescribed in part A of Chapter V of the
New Drugs and Clinical Trials Rules, 2018 under the Drugs and Cosmetics Act 1940

o
(Dr. V. G. Somani)
New Delhi Central Licensing Authority
Date: Stamp
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Erirapped Vitamn D3 Oral

“Dispersion |

e e a0 ____ |

Therapeutic class: TWnamin D Supplement i

Dosage form: OralSouon ___———— |_

| Composition: " "Each 5mi contains: |
. | cholecalciferol........600000 . =

| Indications: | Vitamin 0 Deficiency in adults with chronic low back pain |

| Details of clinical trial sites
| &r. | Mame of Principal Investigator .3

| No. | Trial sites

Dr. Raj Kumar 5 Amaravati,
Professor, |
Department of Orthopaedics  Head -
Oivision of Arthroscopy and Sports |
Surgery St Johns Medical College |
Hospital. Sarjapura Road, Bangalore-
S60034
' Dr. Prem K Mony, Professor

Epidemology and Population Health |

2 gt John's Research Institute St |

- Johm's Mational Academy of Health
Sciences, Bangalore-560 034 I
Dr Manish Kumar, =
Assoniate Professor

|4 Department  of Orthopaedics Indira
Gandhi Institute of Medical Sciences, |
Allanabad bank, Bailey Rd,
Sheikhpura, Paina 800 014 |
or Vidya Sagar,
Assistant professor

4 Department  of Orthopaedics Indira
Gandhi Institute of Medical sclences
 Sheikhpura, Patna 800014
Or G Senior Resident

5 Department  of COrthopaedics Indira |
randhi Institute of Medical Sciences |
Sheikhpura, Patna 800 1)
Dr ¥ Thimma Reddy '
Professor Dept  of Orthopaedics

& | Dsmania Medical Coliege 5-1-876
Turrebaz Khan Road, Kot Hyderabad |

(500095 —

, | Dr D Praveen, |
Assistant Professor,

| 7 Department of Orthopaedics Csmamna
Medical College 5.1-B76 Turrebaz
| Khan Road, Koh, HydEfahad_EDQ_DQ'g'u_ =

| Or. G Veera Reddy, .

| | Associate Professor ,

| 8 Department of Orthopaedics Osmania ?
wedical College 5.1-876 TurrebaZ |

' Kivan Road. kot Hyderabad 500 085. |

S —

|
Ethics Committee “NamelRegistration |
Humber |

Etmics Committee of St Jonns Med
College Mext 10
Ground  Floor
Bangalore
ECR/Z38/InstKAR013/RR-10 I

__-__.._—______I
Ethice Commiltee of St Johm's Medical |

It.}‘-.ll |
Cardinal Cracias hall
Old College Building

College Next o Cardinal Cracias hall |
Ground Floor  Qid College Bulding
Bangalore |
ECRI238/InstKAZ013RR-16 |

indira Gandhi Institute of medical Siences
|GMS Sheikhpura Patna Bihar India

P p— — — — - ]
Indira Gandni Institute of medical SCences
IGIMS Sheikhpura Patna Bihar India |

ECR/E40/NsYBRIZ01 4/RR-17

ECR/BADINsYBRIZ01 4RR-17

indira Gandhi institute of medical Scences
IGMS Sheikhpura Patna Binar India. |

ECRIGA0/InSUBRIZ014/RRAT__ |

Osmania  Medical ~ College T 51876
Turrebaz Khan Road, Kot Hyderabad 500
0as.

EEHIEDDIIHSUAPJ’E{H 3

Bamana __ Medical College 51876 |
Turrebaz Khan Road, Kotl Hyderabad 500 |
095

ECR/30MWINsUARIZ01 3

Gemania Medical College 5-1876 |

Turrebaz Khan Road, Koti, Hyderabad 500 |
0os

ECR/300MNSYAPI2013 |
|



