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No.29/Misc./03/2020-DC (228)
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(Medical Device Division)

FDA Bhawan,Kotla Road,
New Delhi-110002.

Dated: g 4 rr
{1 FEB o
To,

M/s. Ramah Biosolutions Pvt. Ltd.,

Ground Floor, G-15, Rajinigandha Apartments,

Chaitanyapuri, Hyderabad-50060.

Sub: - NOC for oral cancer screening device (Dr Oroscope) under the MDR-
2017- Regd.
Sir,”
Please refer to your email dated 29.01.2021 by this office vide P-2065010
dated 05.02.2021 regarding the above mentioned subject.

The case has been examined in the light of documents submitted by you. In
this connection, it is stated that the products viz., Dr. Qroscope intended for diagnose
of pre-cancerous and cancerous conditions without a biopsy and also used as a
follow-up aid during the post-recovery period to identify recurrences in conditions of
cancer is currently not under licensing as per Drugs and Cosmetics Act and Medical
Device Rules, 2017 thereunder. However, as per the S.0. 648(E) dated 11.02.2020
the proposed product falls under the definition of Medical Device.

In view of above, you can voluntarily register the product as per notification vide

G.S.R. 102 (E) dated 11.02.2020 on portal established by CDSCO.

Yours faithfully,
)

L
dif

(Dr. Ravi Kant Shérma)
Deputy Drugs Controller (N
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ETHICAL COMMITTEE APPROVAL (MNJ)

'j o~

> p 3 ! ~~ 17 [ Y - . -~ r_' - el s ¥
& REGIONAL CANCER CENTER
Redhills, Hyderabad - 500 004. Telangana.

+91(40)23318414/22/24, 23397000 Fax : +91 (40) 23314063

E-mail : mnjethicscommitte@gmail.com

Institutional Ethics Committee
( Regd No: ECR/227/Inst/AP/2013/RR-16.)

LETTER OF APPROVAL / REJIEETION
Date: 20"-Dec-2017.

Study Title: “Evaluation of Efficacy of non invasive Oral cancer screening device.”
Dr. Rama Raju.

The Institutional Ethics Committee, MNJ Institute of Oncology & Regional Cancer
center, Hyderabad reviewed and discussed the documents submitted by you regarding
“Evaluation of Efficacy of non invasive Oral cancer screening device.”

The Following Documents were reviewed —
e Study Protocol
e Informed Consent Forms

A Prospective Study in its meeting held on 16" Dec 2017 at MNJ Institute of Oncology &
Regional Cancer Centre.

The following members of the Ethics Committee were present at the meeting held on 16™ Dec
2017, 11:00 AM at MNJ Institute of Oncology and Regional Cancer Centre, Red Hills,
Hyderabad-500004, T.S,

Name Qualification Designation/ Title | Affiliations as to the
Institution Yes/No
Dr.G.Sham Sunder M.S,FRCS,DGO Chairman No

Dr. M. Muralidhar Asst.Prof.Surgical Member Secretary | Yes

Oncology
Dr. Priya Kumari M. Sc, Ph. D Lay Person No
Mrs. Vimala Badruka | MSW Social Worker No

Page1of2




| D. Pharma

{ Pharmacist

LN » o Member

Assoc. Prof. of | Member
- Palliative Care
| Sri. Kotha Krishna _Tﬁi‘
| Reddy |

| Dr.Vijava Kumari MD

Dr. Gavatn Palat

Advocate

Member

Drﬁ‘\\‘R‘u Kumari | MD Member

| Dr.Ramesh maturi Asst.Prof. Surgical Member Yes
‘ Oncology
A

\ag sst.Prof.Radiotherapy | Member Yes
| Dr.K. Swetha M.D,Bio Chemistry Basic Medical Yes
L Scientist

The Ethics Committee has approved the trial to be conducted in its presented form.

The Institutional Ethics Committee, MNJ Institute of Oncology & Regional Cancer Centre,
Hyderabad expects to be informed about the progress of the study, any SAE occurring in the
course of the study, any changes in the protocol and patient information/informed consent and
asks to be provided a copy of the final report.

We hereby confirm that the Institutional Ethics Committee, MNJ Institute of Oncology &
Regional Cancer Centre, Hyderabad is organized and operates as per GCP and applicable
regulations.

.

Yours Sincerely,

Lk
L oor ™
(Dr. M.Muralidhar)
Member Secretary,
MNJ Institutional Ethics Committee.

Secretary
Ethics Committee
MNJ Institute of Cncology &RCC
Red Hills, Hyderabad
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ETHICAL COMMITTEE CLEARANCE FROM SVS INSTITUTE OF DENTAL SCIENCES

e

S INSTITUTE OF DENTAL SCIENCES
 INSTITUTIONAL ETHICS COMMITTEE
DECISION FORM

Dr.D.RAMARAJU

HNO: 3-1-511road no5, Nvodaya Colony, L.B.Nagar, Hyderabad,
Telangana-74.




ORIGINAL
#FH #H/ Senal No. - 153275

O N,
|
INTELLECTUAL
PROPERTY INDIA
kil I '- : I-l-l.-lll--lll.'lrrr i:‘rl'-ﬂ:' :

dde rafed, YIRA @R The Patent Office, Government Of India

fE<irss & UsiieRur T wHIOT O | Certificate of Registration of Design
&S 9. / Design No. : 394910-001
o / Date : 12/09/2023
YRS AE / Reciprocity Date*
391/ Country

yaIoTT AT S #@ % §@w wio § afvta fSsmgw st PORTABLE INTRA ORAL CANCER
SCREENING DEVICE & dsfam ®, &1 9sfiseor, it 24-02 § 1.Dr D. Rama Raju 2. D. -
Advaith Sai Raju 3.D. Harshitha % = ¥ 3w Few sy i@ F w5 frr 7 3 b

Certified that the design of which a copy is annexed hereto has been registered as of
the number and date given above in class 24-02 in respect of the application of such

design to PORTABLE INTRA ORAL CANCER SCREENING DEVICE in the name of 1.Dr ;1:
D. Rama Raju 2. D. Advaith Sai Raju 3.D. Harshitha. r_:_
feemew efafrr, 2000 o fesmes Fem, 2001 3 srordm sEamt 3 awgae &) M

In pursuance of and subject to the provisions of the Designs Act, 2000 and the
Designs Rules, 2001.

ST A i 11/01/2024
Date of Issue :

G
| aftz =it forg

Controller General of Patents, Designs and Trade Marks

“uREfaal aeie (afe &3 gl foad safa & 7f & aur 2 & A Bege & wafYer gefter ) adia @ 2g aul & o g e
R, sfdfran od Py & Pt & s, ofa ool § sfaRs saf & fre feg o adm sg oamor ox & syt fRBfts sfafRal suer @2y 9
gufferaur o e & fore 98 8t awar 21

The reciprocity date (If any) which has been allowed and the name of the country. Copyright in the design will subsist for ten years from the date of
Registration, and may under the terms of the Act and Rules, be extended for a further period of five vears. This Centificate is not for use in legal
procecdings or for obtaining registration abroad.




