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Central Council for Research in Unani Medicine (CCRUM), an autonomous body
under the Ministry of Ayush, Government of India has implemented the Expression
of Interest (EOI) Scheme 2026-27 through which financial support is provided to
mstitutions for collaborative research. Applications are invited from eligible
investigators/institutions in the priority areas of collaborative research (details
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must strictly adhere to the guidelines outlined in the CCRUM Research Policy
2025. Interested institutions may submit their research proposals in Online mode only.

Important Instructions:

1. Proposals must be submitted strictly in accordance with the CCRUM Research
Policy 2025.

2. Incomplete proposals or those not conforming to guidelines/ not duly forwarded
by the Competent Authorities will be rejected.

3. The Council reserves the right to accept or reject any Proposal without assigning
any reason.

4. No proposal will be accepted through the Physical mode.

For Detailed Information:
Kindly refer the CCRUM Research Policy 2025 and submission link available on
the Council's website (https://ccrum.res.in & https://cerum.ayush.gov.in)
The last date for submission is within one month from the date of publication of
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Deputy Director General
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BACKGROUND

The Unani System of Medicine is a comprehensive medical system
that offers a wide range of holistic healthcare services to address
the promotive, preventive, curative, rehabilitative and rejuvenatory
needs. The fundamentals, diagnosis and treatment modalities of the
system are based on scientific principles and holistic concepts of
health and healing. Unani medicine is being used for centuries,
with a continuous tradition of acceptance and practice. However,
Unani drugs & therapies need to be validated through an exhaustive
research process based on standard scientific parameters, in order
to spread the knowledge & benefits of Unani system of medicine
to the people nationally and globally.

The Central Council for Research in Unani Medicine (CCRUM) is
an apex autonomous organization functioning under the Ministry
of Ayush, Government of India. Since its establishment in 1978,
the CCRUM has been engaged in conducting scientific research on
the applied as well as fundamental aspects of Unani medicine,
through a network of 24 Research Institutes/Units and four (04)
Co-location centers at reputed tertiary care Hospitals across the
country. Consequently, over the past four decades of its existence,
the Council has made significant strides in preclinical & clinical
research, fundamental research, drug standardization, survey and
cultivation of medicinal plants, and literary research. The Council’s
research  programmes, including preclinical safety and
pharmacology, clinical research, fundamental research, cultivation
of Unani medicinal plants, preparation of compound formulations
and their standardization, historical and literary research in Unani
medicine are executed through Intramural and Extramural modes.
The Council undertakes, coordinates, develops, disseminates and
promotes research activities on scientific lines in Unani Medicine.



The Intramural Research (IMR) Policy was developed in the year
2013 by the CCRUM, in order to encourage its scientists for the
formulation, submission and execution of research projects aimed
at generating quality data for scientific validation of safety and
efficacy of drugs/ therapies and other interventions including
fundamental principles of Unani Medicine. The policy was
approved by the Scientific Advisory Committee (SAC) and
implemented at various Institutes/ Units of the Council. Over the
years, the policy has enabled the scientists engaged in research at
the Council’s centres to carry out and complete their research
projects in an estimated time frame through institutionalised
funding. Research is an ever-changing field and the adoption of the
latest ideas and innovations are integral to the development of any
system. Simultaneously, during the implementation of the IMR
policy at the peripheral centers of the Council, various issues and
suggestions emerged, leading to the development of an updated
version of the policy.

The Collaborative Research Scheme for research in Unani
Medicine aims to promote and support research that enhance
understanding of Unani medicine, its therapeutic potential and its
integration into the mainstream healthcare system. This scheme is
aligned with the broader objectives of promoting health research
and scientific innovation.

The CCRUM has developed operative procedures and guidelines
for the submission and evaluation of Expression of Interest (Eol)
for collaborative research in Unani Medicine. These guidelines
intends to facilitate high-quality research in field of Unani
Medicine and provide a framework for interested researchers and
institutions to submit Eols for funding consideration.
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Financial assistance is provided by way of grants to scientists /
professionals who have a regular employment in the Universities,
Unani Medical Colleges, Postgraduate Institutions, recognized
Research and Development Laboratories and Industries, and Non-
Governmental Organizations (NGOs). Proposals exclusively
focusing on Unani Medicine in the form of Eol are considered. The
current policy document will henceforth be referred to as CCRUM
Research policy—2025.

VISION, MISSION, AND OBJECTIVES OF CCRUM

Vision

To strive for excellence and global leadership in the field of Unani
Medicine by comprehensive research for quality assured and cost-
effective products to prevent/ manage/ cure various diseases.

Mission

e To develop CCRUM into a dynamic, vibrant and model
research organization for undertaking, coordinating, aiding
and promoting research in Unani Medicine.

e To bring-up modern scientific knowledge technology to
explore Classical Unani scientific treasure following
prevalent scientific methods through inter disciplinary
approach.

e To attain global leadership in research for treatment and
prevention of emerging diseases of public health
importance.

Objectives
1. To formulate aims and patterns of research on scientific
lines in Unani Medicine.



To undertake any research or other related programmes in
Unani Medicine including undergraduate, postgraduate and
post-doctoral educational programmes in Unani Medicine.
To prosecute and assist in research, propagation of
knowledge and experimental measures generally in
connection with the causation, mode of spread, treatment
and prevention of diseases.

To initiate, aid, develop and coordinate scientific research
in different aspects, fundamental and applied aspects of
Unani Medicine and to promote and assist institutions of
research for the study of diseases, their prevention,
causation, treatment, management and other remedial
measures.

To provide technical and financial support for research for
the furtherance of objectives of the Central Council.

To exchange information with other institutions,
associations and societies interested in the objectives
similar to those of the Central Council and specially in
observation and study of diseases across the globe, East
Asia and in India, in particular.

To establish, equip and maintain laboratories, libraries,
institutions and other facilities necessary to fulfill the
objectives of the Central Council

To prepare, print, publish and exhibit any papers, posters,
pamphlets, periodicals, standard treatment protocols and
books for furtherance of the objectives of the Central
Council and to contribute to development of such literature.
To purchase, construct, maintain and alter any buildings,
including for establishment of research laboratories,
libraries or works necessary or convenient for the purpose
of the Central Council.
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To wundertake and accept the management of any
endowment or trust fund for donation, the undertaking or
acceptance whereof may seem desirable.

To offer prizes and grant fellowship, scholarships, or
financial assistance including travelling assistance in
furtherance of the objectives of the Central Council.

To create administrative, scientific, technical and
ministerial and other posts under the Society and to make
appointments thereto in accordance with the rules and
regulations of the Society.

To engage administrative, scientific, technical, ministerial
and other staff under the project on contract basis in
accordance with the procedure laid down by the Executive
Committee.

To establish a provident fund and/or pension fund for the
benefit of the Central Council's employees and/or their
family members.

To organize and participate in national and international
programmes in Unani Medicine.

To undertake R&D consultancy projects and transfer of
patents on drugs and process to industry.

To undertake R&D projects sponsored by industries in
Public/Private Sector.

To undertake International and Inter-agency collaboration.
To utilize results of research conducted and payment of
share of royalties/ consultancy fees to those who have
contributed towards pursuit of such research.

To enter into agreement with scientific agencies of other
countries for exchange of scientists, study tours, training in
specialized areas, conducting joint projects etc.



21. To provide technical assistance to Govt./Private agencies in
matters consistent with the activities of the Council.

22. To collaborate with, Government of India, in Research and
Scientific Institutions, Academics in achieving its
objectives.

23. To constitute Management Committees consisting of
eminent Scientists/Physicians to monitor the R&D
activities and suggest remedial measures for the
improvement of activities of the Central Council as well as
all Research Institutes of the Council.

24. To do all such other lawful things either alone or in
conjunction with others, as the Central Council, may
consider necessary or as being incidental or conducive to
the attainment of the above objectives.

25. To evolve an integrated system of Indian System of
Medicine (ISM) in coordination with other systems of
medicines.

Prerequisites for Meeting the Objectives of CCRUM

Specialised Skill Development: It is important for the researchers
across all Peripheral Institutes of CCRUM to upgrade the
quantitative and qualitative research method skills periodically.
Capacity building through trainings on knowledge, skills and
attitude of scientists as well as personality development etc so that
the researchers may adopt latest research techniques/tools in their
work.

Upgradation: Efficient and specific basic infrastructure such as
modernization of laboratories, hospitals, up-gradation of existing
facilities, equipment and instruments need to be in place for taking
up the research projects.



Collaboration/ Integration: To achieve universally acceptable
outcomes, networking among researchers, National and
International research bodies, academia, industry, policy makers
are essential.

CCRUM has adopted following research schemes for
conducting quality research in Unani Medicine

1. Intra-Mural Research Scheme

2. Collaborative Research Scheme at National Level

3. Collaborative Research Scheme at International Level

INTRA-MURAL RESEARCH SCHEME

1. AIMS AND OBJECTIVES

The aims and objectives of IMR policy are as follows:

()  Identification, standardization and quality control of single
and compound drugs and development of SOPs for
formulations.

(i) Survey and cultivation of medicinal plants to ensure
availability of genuine raw Unani drugs.

(i) Documentation and validation of folk medicinal claims.

vy To undertake In-silico/ computational studies on Unani
formulations

) To undertake preclinical studies for safety, toxicity and
efficacy evaluation of Unani formulations

i) To conduct prevalence studies on priority areas

(vii) To conduct clinical studies especially on new emerging
diseases, where conventional system of medicine has little to
offer.

viii) To conduct mechanistic preclinical/ clinical studies on Unani
formulations/ therapies



(ix)

)

(xi)

(xii)

(xiii)

(xiv)

(xv)

(xvi)

(xvii)
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To conduct fundamental research studies in the field of
“Omics” to validate the basic concepts of Unani Medicine
Validation of clinical efficacy/safety of Unani classical/
pharmacopoeial formulations including adjuvant therapy and
validation of 7/aj bi’l Tadbir (Regimenal Therapy).
Validation of Unani dietary formulations/ recipes (Unani
Aahar/Unani Nutraceuticals)

To conduct literary and theoretical research in Unani
Medicine including philosophy of medicine, and critical
review, editing and translation of classical texts.

To explore new disease indications of existing
pharmacopoeial drugs.

To identify areas of promising early-stage research including
analytical review, preclinical research, pilot studies and
observational research.

To introduce systems for facilitating the replication of
published results and validation of research products.

To preserve and validate classical diagnostic methods, such
as Nabd (pulse) examination.

To conduct systematic review/ meta analysis of various
studies conducted in the field of Unani Medicine.

2. PRIORITY AREAS OF RESEARCH

The primary goal of research at the Council is to develop new drugs
as well as validate traditional Unani therapies and drugs by
adopting appropriate modern research methodology and
technology, without compromising the system’s traditional
essence. To achieve this goal, the Council has identified the
following priority areas of research:

2.1 Fundamental Research



Scientific validation of fundamental concepts, basic principles
and theories of Unani Medicine, such as:

i.  Studies on theory of Akhlat (Humours), Mizaj
(Temperament) and other Kulliyat-i Tibb (Fundamentals of
Unani Medicine)

ii. ~ Molecular and genetic co-relation studies to understand
Mizaj (temperament) of patients, disease, diet (Unani
Aahar), therapies and drugs

iii.  Expression of Mizaj (temperament) and molecular/ genetic/
epigenetic correlation in different individuals, including
healthy volunteers and diseased population, for
understanding  biomolecule-temperament  relationship,
required for personalized medicine, in order to promote and
preserve health, and to optimize the effectiveness of
treatments by considering the unique genetic factors and
lifestyle modifications that influence an individual’s health
and response to therapy.

iv.  Studies on Nabd (Pulse)

2.2 Literary Research
Literary and theoretical research in Unani Medicine for
scientific documentation and development of database
i.  Survey, collection, collation, editing, elucidation,
digitization, compilation and printing of manuscripts and
rare books of Unani System of Medicine
ii.  Critical review, translation, subject-wise compilation and
publication of classical literature of Unani System of
Medicine
iii.  Collection, analysis, review and dissemination of research
findings
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2.3 Drug Research
Ethno-medicinal Research:

1.

ii.

Survey and documentation of medicinal plants/
cultivation and collection practices, digitization of
herbarium and DNA barcoding for medicinal plants.
Phytochemical and pharmacognostic studies of Unani
drugs

Drug Standardization Research:

1.

ii.

iii.

1v.

Establishment of Mizaj (Temperament) of newly
identified drugs and their inclusion into the
Pharmacopoeia after proper verification of therapeutic
claims

Standardization and quality assurance of single and
compound Unani drugs

Development of SOPs for manufacturing of compound
Unani drugs

Development of SOPs on methods of preparation of
Kushtas (Calx) and their standardization

Unani Pharmaceutical Research:

1.

ii.

Pharmacological studies: preclinical safety, toxicity and
efficacy evaluation, drug interaction, bioavailability and
dose determination studies of Unani drugs as per
standard guidelines

Pharmacokinetics and Pharmacodynamics (PK/PD)
Studies

Reverse Pharmacology:

Molecular level based mechanisms of action of Unani
drugs

Demonstrating therapeutic efficacy of Unani drugs by
developing multi-targeted bio-assays system

10
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iv.  Development of new dosage forms for classical Unani
formulations, as per need and requirement
v.  Stability & Shelf-life studies of Unani drugs
vi.  Development of experimental (in vivo & in vivo) models
for preclinical research
vii.  Developing organ-specific immunomodulators
viii.  Co-opting nano techniques for Unani formulations

2.4 Clinical Research
Clinical safety & efficacy studies of Unani drugs, therapies,
interventions & approaches/ treatment modalities for public
healthcare in the following priority areas:

Broad Areas
Clinical validation of Unani Classical/ Pharmacopoeial drugs

New Drug Development:
Clinical research on newer medicinal plants of Indian origin for
various disease conditions
New indications of classical formulations (when indication is
changed with some clinical experience)
Clinical studies with new combinations of a few single drugs
derived from claims of Physicians including traditional healing
practices/folk claims
Modified drug dosage forms/ dosing frequency/ duration of
treatment of the existing classical drugs, e.g. sugar-free
capsules or granules in place of Khamiras
Clinical validation of various modes of ‘Ilaj bi’l Tadbir
(Regimenal Therapy)
Development of SOPs and clinical validation of Mundij-
Mushil (concoctive and purgative) therapy

11



Adjuvant Therapy: Clinical studies of Unani drugs/ therapies
as Add on/ adjuvant therapies to standard conventional
treatments, including cancer chemotherapy, anti-tuberculosis
(ATT) drugs, anti-retroviral drugs, epileptic drugs, etc. to
counter adverse effects of conventional medicines, and to
improve quality of life of patients.

Promotive and Preventive Healthcare

Research &  Development in  Unani  Diagnostics:
Standardization, validation and optimization of Unani
diagnostics, by applying modern scientific tools and
technologies for greater accuracy, without compromising the
unique holistic perspective of Unani System of Medicine
Epidemiological Research: to investigate health patterns,
causes, and outcomes in populations, with the aim of
influencing public health policies, guiding clinical practices,
and informing preventive measures

Geriatrics Care: To conduct clinical research for improving
health & quality of life, reducing disability, and preventing or
delaying age-related disease processes in older individuals
Co-opting artificial intelligence, machine learning for various
diagnostic and treatment, modalities and procedures

Any other areas found to be important from time to time,
including endemics, epidemics, etc.

Prioritized Disease Conditions/Areas

2.4.1 First Line Priorities

i. Skin Diseases
e Baras (Vitiligo)
e Taqashshur al-Jild (Psoriasis)
e Nar Farsi (Eczema)

12
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e Buthur Labaniyya (Acne vulgaris)
e Qiba (Ringworm) etc.
ii. Musculoskeletal Disorders
o Waja“® al-Mafasil, including rheumatoid arthritis and
osteoarthritis etc.
iii. Clinical Validation of ‘Ilaj bi’l Tadbir (Regimenal
Therapy)
e Hijama (Cupping Therapy)
o Ta'lig al-‘Alag (Leech Therapy)
e Fasd (Venesection) and
e Other regimens.
iv. Mental Health & Cognitive Disorders (Neurological/
Psychosomatic Disorders):
e Nisyan (Lack of memory/ amnesia)
e Alzheimer's disease)
e (Depression)
e Substance abuse, digital addiction etc.
v. Gastrointestinal Disorders
e Waram al-Kabid (Hepatitis)
e Qarha Hadmiyya (Peptic ulcer)
e Mutalazima Qiilun-i-Mutahayyaj/ Ishal-i-Dimaght
(Irritable bowel syndrome)
e Iltihab al-Quliin Quraht (Ulcerative colitis)
e Bawasir (Haemorrhoids) etc.
vi. Non-Communicable Diseases (NCDs)/ Lifestyle Disorders
e Dhayabitus (Diabetes mellitus)
e Daght al-Dam Qaw1 (Hypertension)
e Ischaemic heart disease
e Dyslipidaemia
e Chronic obstructive pulmonary disease (COPD)

13
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Siman Mufrit (Obesity)
Nigris (Gout) etc.

vii. Respiratory Diseases

[ltihab al-Shu‘ab Muzmin (Chronic bronchitis)
Zeeq un Nafas (Bronchial Asthma)

Shahiga (Whooping cough)

[itihab Tajawif al-Anf (Sinusitis) etc.

viii. Gynaecological Diseases

Sayalan al-Rahim (Leucorrhoea)
Postmenopausal syndrome etc.

ix. Uro-genital Diseases

Male Sexual disorders, including Duf al-Bah (Sexual
debility), Sur‘a al-Inzal (Premature ejaculation), Jarayan
(Semenorrhoea), Qilla al-Mani (Decreased quantity of
semen), etc.

Qilla al-Nutaf (Oligospermia)

Chronic urinary tract infection

Hasa al-Kulya (Nephrolithiasis) and Hasa al-Mathana
(Vesical calculus)

Sugiit Kulwt (Renal failure) etc.

x. Maternal & Child Health

Faqr al-Dam (Anaemia) etc.
Problems related to pre-natal and post-natal care

xi. Supportive/Adjuvant Therapy

Supportive/ adjuvant therapy to standard conventional
drugs, including anti-tuberculosis (ATT) drugs/ cancer
chemotherapy/  anti-retroviral  (Anti-HIV)  drugs,
antiepileptic drugs, etc. for preventing the toxicity of these
allopathic drugs

14
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e Adjuvant therapy to improve quality of life (Qol) in

terminal HIV/AIDS and cancer patients
xii. Newly Emerging Disorders
e Dengue fever
e Chikungunya etc.
xiii. Geriatrics Care

e Alzheimer’s disease

e Parkinson’s disease

e Dufal-A’'sab (Peripheral neuropathy)

e Sakta/ Darba (Stroke)

e Degenerative joint disease

e Osteoporosis

e Osteomalacia

e Urinary incontinence

e Sexual dysfunction

¢ Senile purpura

e Anemia in the elderly

e Depression in old age

e Nutritional deficiency in old age

e Preventing diseases and promoting health in old age,
including preventive activities and risk factor management

e Rehabilitation in old age: Rehabilitation of stroke in the
elderly, rehabilitation of specific diseases — parkinsonism,
paraplegia, fracture neck of femur, acute and chronic
arthritis, low back pain

2.4.2 Second Line Priorities

i. Musculoskeletal Disorders
e Osteoporosis

ii. Skin Diseases

15
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Qiiba (Ringworm)
Cosmeto-therapeutics

iii. Neurological Disorders

Qalaq ‘Usabt (Anxiety neurosis)
Sar‘ (Epilepsy)

Lagwa (Bell’s palsy)

Falij (Paralysis)

Parkinsonism

Alzheimer’s

iv. Gynaecological and Obstetric Diseases

[ltihab ‘Unuq al-Rahim (Cervicitis)
Chronic dysfunctional uterine bleeding (DUB)

v. Clinical Validation of Regimenal Therapies in Various
Diseases

Natiil (Douche)
Takmid (Fomentation)
Hamam (Baths)

Dalk (Massage)
Abzan (Sitz bath)
Riyazat (Exercise)

vi. Dental Problems

Waram-i-Litha (Gingivitis)
Dhahab Ma’ al-Asnan (Teeth hypersensitivity)

vii. Other Diseases

‘Izam al-Hamid fi’l Gudda-i-Madhi (Benign prostate
hypertrophy)

Amrad Ghudda-i-Darqiyya (Thyroid disorders)

‘Ugqr (Infertility)

Health conditions originating due to radiation,
environmental pollution and climate change
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e Any other disease area of importance

3. CATEGORIES OF IMR SCHEMES FOR PROJECT
DEVELOPMENT/ALLOTMENT

The IMR policy of CCRUM will be operative under the
following schemes:

3.1 SCHEME-I

IMR projects under Scheme-I will be conceptualized at
CCRUM Headquarters, and these projects will have
centralized funding. The design/protocol of the study
will be formulated at Headquarters level in consultation
with interdisciplinary experts, Principal Investigators
and Co-Investigators. The study design and conduct
should follow the standard research guidelines in the
identified areas of research. These studies may be single-
centric/multi-centric trials and monitoring will be done
through CCRUM headquarters.

The Study Protocols/ proposals will be approved by DG,
CCRUM after a three tier review process i.e., i) Internal
review by the Internal Multi-disciplinary Research
advisory committee (IMRAC) at the Institute followed
by the Internal Research Committee (IMR-IRC) at
Headquarters ii) External review by concerned subject
experts/ Research Subcommittees iii) Scientific
Advisory Committee (SAC). Once the project is
approved by the SAC, it will be placed before the
Institutional Ethics Committee (IEC), or Animal Ethics
Committee (as applicable). There will be no separate
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fund allocation for each centre, but the studies will be
funded centrally. Monitoring of the ongoing research
projects shall be conducted on regular basis by internal
monitoring committee as well as committees, e.g. Data
Safety Monitoring Board (DSMB) & Institutional
Review Board (IRB)/Ethical Committee (EC).
Recommendations of the IRB/EC for satisfactory/
unsatisfactory progress of the study shall be placed
before the SAC for the decision. SAC will be having full
authority for discontinuation of any project on the
recommendation of DSMB/IRB/EC. Manuscript of the
study of single-centric/multi-centric trials shall be sent
for publication in peer reviewed journal(s) by the

Principal Investigator(s) after prior approval of DG,
CCRUM.

3.2 SCHEME-II

IMR projects under Scheme-II will be drafted by the
Scientists of the Peripheral Institute/Unit/Centre and will
be approved by DG, CCRUM after a three tier review
process i.e i) Internal review by the Internal Multi-
disciplinary Research advisory committee (IMRAC) at
the Institute followed by a the Internal Research
Committee (IMR-IRC) at Headquarters, ii) External
review by concerned subject experts/ Research
Subcommittees, iii) Scientific Advisory Committee
(SAC). Once the project is approved by the SAC, it will
be placed before the Institutional Ethics Committee
(IEC), or Animal Ethics Committee (as applicable) for
conducting the study either single-centric/multi-centric.
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e Scientists from the Institute and Unit who are regular
employees of CCRUM and who are not superannuating
during the proposed study period are eligible to become
the Principal Investigator. The study design and conduct
should follow the standard research guidelines in the
identified areas of research. The Principal Investigator
will be one of the scientists from the study team at the
institute/unit who contributed to drafting the protocol,
and shares responsibility for its successful completion,
including publication and proper utilization of funds.
Funds will be provided to the In-charge of the Regional
Institute/ Unit to which the Principal Investigator
belongs. Monitoring will be done through CCRUM
headquarters.

e The Institutes and units under CCRUM to be considered
for projects under this scheme should have adequate
infrastructure to pursue the research project(s) and in
case, such facilities are not available, the same must be
reflected in the project proposal to develop the required
facilities for upgrading the laboratories of the Institute or
otherwise may be outsourced through accredited
laboratories with justification. The tenure of a project
will be maximum for a period of three years. Extension
of the project may be given subject to approval of SAC,
on the recommendation of Internal Research Committee
(IMR-IRC) at Headquarters.

3.3 SCHEME-III
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Under IMR scheme-III, the Council’s scientists may
collaborate with reputed institutions for research in the
identified areas (specifically based on the facilities
which are not available in the respective Institutes). The
Study Protocols/ proposals will be approved by DG,
CCRUM after a three tier review process i.e., i) Internal
review by the Internal Multi-disciplinary Research
advisory committee (IMRAC) at the Institute followed
by a the Internal Research Committee (IMR-IRC) at
Headquarters, ii) External review by concerned subject
experts/ Research Subcommittees iii)  Scientific
Advisory Committee (SAC). Once the project is
approved by the SAC, it will be placed before the
Institutional Ethics Committee (IEC), or Animal Ethics
Committee (as applicable).

Funds will be provided to the In-charge of the Institute/
Unit or to the In-charge of Collaborating Institute as per
the requirement of the study. These IMR projects may
be conducted in collaboration with other institutes of
scientific repute to generate data on the safety, toxicity,
heavy metals, pesticide residues, microbial load,
standardization, and quality control of Unani drugs and
raw materials, and to provide evidence-based support for
the efficacy of Unani drugs and therapies. In these
studies, the regular employee of the Council will be one
of the investigators and monitoring will be done through
CCRUM Headquarters. The equipment and instruments
procured through the projects will be the property of the
Council. Interim analysis can be conducted on the
recommendation of IMR-IRC, and if the results as per
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the objectives of the study showed required statistical
significance, then the study can be concluded pre-
maturely with a credit to the Principal Investigator. The
Director General is authorized to invite any expert(s) as
special invitee(s) besides above as per need of the study.

4. IMPLEMENTATION OF THE GUIDELINES:

The IMR Policy will be implemented at all Peripheral
Institutes/Centres of the Council. The guidelines for
implementation of the policy are as follows:

Depending upon the core strength and the current manpower,
each centre of the Council should identify areas of priority out
of those mentioned in the policy document.

The centres should mainly focus on research activities in the
identified areas.

The Scientists working at the Council’s centres should be
exposed to need-based trainings to undertake clinical research
and experimental activities in these areas. The training and
awareness programmes should cover Research Methodology
(Clinical as well as Experimental), Good Clinical Practices
(GCP), Ethics, etc. Administrative and financial trainings for
its staff for the smooth functioning of the projects shall be
organised whenever required.

Equipment, infrastructure and manpower can be procured for
the activities in the identified areas.

The CCRUM Headquarters/ its peripheral institutes & units
will make efforts to develop a well-structured mechanism, so
that quality proposals can be submitted for funding.

For validation of the fundamental concepts of Unani Medicine,
such as Akhlat, (Humours), Mizaj (Temperament), etc.,
researchers should develop proposals for studies on healthy
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individuals, on diseased population, and in basic sciences for
understanding biomolecule-temperament relationship. Aspects
of genomics, metabolomics and  proteomics, etc in
understanding concepts of Unani Medicine and its role in
maintaining health, prevention of diseases should be explored.
These proposals can be collaborative in nature where more than
one centres of the CCRUM or other institutes engaged in
genomics related studies are involved.

Joint proposals may also be encouraged at different centres of
the Council, which have specified research facilities, e.g.
preclinical, clinical, etc.

Emphasis on drug standardization covering all its aspects
should be given in the projects.

The funds shall be released to the peripheral institutes that has
submitted the proposal. However, the Principal Investigator
(PT) will be given sufficient funds for contingency expenses.
Scientists should publish research findings as early as possible.
While formulating projects, efforts should be made to work on

a new idea/ concept/ hypothesis, so that innovation becomes
the ‘hallmark’ of the centre.

. ELIGIBILITY CRITERIA

5.1 Eligibility

Only Research Officers and higher-level scientific staff who
are regular employees of the CCRUM are eligible to apply for
IMR Projects. However, Council’s Scientists may collaborate
with other Institutes as per project requirement and these
projects will be considered by the CCRUM as per procedure.
In such cases, the Council’s Scientists shall be the PI of the
project.
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5.2 Infrastructure

The Principal Investigators submitting a clinical research
project under IMR scheme must ensure that their institute has
adequate infrastructure in that area of research, including OPD,
IPD (wherever required) and laboratory facilities for bio-
chemical, pathological, radiological and other related
investigations supported with necessary equipment and
instruments relevant to the project, as well as prevalence of the
disease condition to be studied.

In case of non-clinical research, including drugs
standardization, and safety & toxicity studies of the drugs,
adequate laboratory facilities and animal house should be in
place to conduct the study. It may be noted that no major
equipment/instruments will be permissible under IMR project.

In case such facilities are not available, the same requirement
must be reflected in the project proposal or may be outsourced
through accredited laboratories. The investigators may also
carry out projects in collaboration with reputed
academic/research institutions.

5.3 Investigators of the Project

There will be one Principal Investigator (PI) and at least one
Co-Investigator (Co-I) from the participating institute, with a
maximum of three Co-Investigators per project per centre, as
per the requirement of the project. Their roles should also be
well-defined in the project.

For multi-centric studies, a group of Principal Investigators
(PIs) from two or three peripheral institutes of the Council may
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collaborate to submit the proposal after consulting with each
other, and the nodal centre will be decided by the Council
Headquarters. After approval of the project, the PI(s) of
concerned institutes should obtain a duly signed hard and soft
copy of the approved project proposal, along with CRFs and
formats from the respective institutes.

5.4 Age of PI

There is no minimum age for PI; to serve as Principal
Investigator or Co- Investigator.

A Principal Investigator (PI) can apply for a research
project under the IMR scheme at least 32 years before
attaining the age of superannuation, for projects of 3 years
duration. Similar restriction will be applied to projects of
different durations, and PIs must ensure the completion of
the project prior to their superannuation.

5.5 Role of Principal Investigator (PI) and Co-Investigator
(Co-D)

The roles of PI and Co-I should be well-defined in the
project.

The Co-Investigator will be responsible for contributing in
any way necessary as required by the PI.

A Co-Investigator from outside the Council may also be
included in the project based on the need of the project.

5.6 Change of Principal Investigator (PI)

Principal Investigators are encouraged to have at least one
Co-Investigator (Co-I) in the project from Institute/Center,
so that the Co-I can handle the responsibilities during
leave/absence of the PI. However, in one study there should
not be more than three Co-Is.
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If for any reason, the PI leaves the project, an eligible Co-
Investigator could be considered as the PI subject to
recommendation of the PI and the Head of the Institute.
Such a request should be sent well in advance, for approval
of the Council along with consent of the Co-I that he/she
agrees to carry out the project as per the terms and
conditions of the project.

In case the PI is shifting to any other institute, the Co-
investigator could be made PI or the project could be
transferred to the new institute with the mutual agreement
of both institutions and prior approval of the Council.

If for any reason the Co-I is required to be changed, prior
approval of the Institute and the CCRUM Headquarters is
mandatory.

The host Institution has an important role to play in the
above contract. The Institute/ Principal Investigator will
have to inform the Council, of any change, and in
consultation with the Council, take steps to ensure
successful completion of the project before relieving the
original Principal Investigator. Approval of DG, CCRUM
for this change is required.

5.7 Number of Projects with the PI

Under normal conditions, a PI should only be implementing
a maximum of five IMR research projects (across all IMR
Schemes ) funded by the Council, at a given time point.

While submitting a research project, the PI should provide
details of all the research projects (completed and ongoing)
under the IMR Scheme, or any other scheme of
Government of India or any other organization.

25



5%,
%4

If a PI has five ongoing research projects under the IMR
scheme, further research proposal from him/ her will not be
considered. A new research proposal can only be
entertained if the IMR-Project Evaluation & Monitoring
Committee (IMR-PEMC) finds that the ongoing research
projects are on the verge of completion.

6. METHODOLOGY AND APPROACH

6.1 Statutory, Ethical and Research Guidelines
The research in any priority area should be undertaken in
accordance with the existing regulatory guidelines.
The clinical trials should follow the statutory, GCP, ethical
and research guidelines prevalent in India.
The clinical trials on new drugs should be undertaken as per
the guidelines prescribed by the Ministry of Ayush,
Government of India.
Pilot studies may be conducted in initial phase to establish
the baseline data and to ascertain the feasibility of the study.
Protocols will be developed as per standard guidelines.
Parameters related to the philosophies and theories of
Unani Medicine will be given due importance in
formulating the protocols for the studies. Sample size in
each trial will be decided taking all necessary factors into
consideration, and a biostatistician will be consulted for the
development of the protocols.
The Study protocols should be discussed with the scientists
of different disciplines engaged in clinical research, and it
should be approved by the Institutional Multi-disciplinary
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Research Advisory Committee (IMRAC) before submitting
the proposal to the Council for approval.

After approval by the Council, ethical clearance for
conducting the study should be obtained by the IEC or
IAEC (as applicable).

The clinical trial should be registered with Clinical Trial
Registry of India (CTRI) prospectively, i.e. before the
recruitment of the first patient in the trial.

In case of single centre studies, the Principal Investigator
(PI) will be responsible to register the trial with the CTRI
for the study.

The multi-centric trials will be coordinated by Nodal
Institute, identified by the Council Headquarters, and PI of
the Nodal Institute/ coordinating centre will be responsible
to register the trial with CTRI.

The CCRUM Headquarters will facilitate all the
prerequisites and requisites before and during execution of
the trial.

As per the requirement of the CTRI format, the sponsor
may be mentioned as CCRUM Headquarters and the PI
may be the person responsible for answering the
scientific/public queries.

6.2 Quality Assurance & Safety/Toxicity of the Trial Drugs

The standardized drugs (as per Unani Pharmacopoeial
Standards) should be taken for the trial. The physical
characteristics and passport data of the raw materials, along
with the standard operating procedures (SOPs) for
preparation, and certification of analysis for both the raw
materials and the finished product should be properly
documented.
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If Unani Pharmacopoeial Standards are not available for a
particular formulation, then in-house standards may be
developed by the Botany and Chemistry Sections at
NRIUMSD, Hyderabad / RRIUM, Chennai, in
collaboration with the concerned Sections at CCRUM
Headquarters.

If the trial drug is a new drug combination or new dosage
form or new route of administration, then safety/toxicity
studies should also be conducted at the Council’s
laboratories, or any other GLP/Government certified and
NABL-accredited laboratories.

In case the trial is double blinded and allocation
concealment is done. Then labelling of the drug should be
done accordingly. This will include Header as “Trial/Study
Medication”; Name, place, date of manufacturing and
expiry; Name, designation, official address and contact
number of the PI; Instruction to use and storage;
Emergency contact etc.

6.3 Procurement of Trial Drugs

The trial drugs for the projects will be manufactured and
supplied by the Pharmacies of CCRUM Institutes of Hyderabad
and Chennai.

6.4 When to Procure the Trial Drug(s)

Upon receiving the sanction order for a particular project,
the Principal Investigator (PI) or Nodal Officer (in case of
a multi-centric study), through the Head of the Institute,
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will submit the requirement of the trial drug(s), according
to the authentic classical reference, dosage, packaging
specifications, and the total quantity required, to the Head
of the Institute responsible for supplying drug, under
intimation to the Council Headquarters.

If the project duration is >2 years, the PI must specify the
batch size of the trial drug, along with the supply date,
taking into account the shelf-life of the drug. However, all
batches must adhere to the established quality standards.

6.5 Laboratory Investigations

The Council’s institutes and centres should have adequate
facilities for laboratory investigations to execute the
research project(s). If such facilities are not available, this
should be clearly stated in the project proposal. Every effort
should be made to develop the required facilities by
upgrading the institute's laboratories, or the work may be
outsourced, if needed. In such cases, codal formalities must
be followed by inviting quotations from at least three
NABL-accredited laboratories, or through a standard
competitive process if three NABL-accredited laboratories
are not available.

In case of multi-center studies, the Principal Investigator
(PI) of the nodal institute will be responsible for selecting a
central laboratory, taking into consideration that the
branches of such laboratory exist at the vicinity of all
participating centres.
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The selected laboratory should undertake that it will not
subcontract any of the investigations to ensure consistency
and maintain quality control across all participating centers
in this study. The methodology, chemicals/kits, equipment,
and/or reference values for the investigations should be
standardized and uniform across all centers.

6.6 Ethical Clearance

Once the project is approved by the SAC, it is the
responsibility of the Principal Investigator (PI) and the
Head of the concerned Institute to convene a meeting of the
IEC (Institutional Ethics Committee)/IAEC (Institutional
Animal Ethics Committee) (as applicable) to obtain the
ethical clearance. The IEC/IAEC approval should be
communicated to the Council Headquarters before
initiation of the project.

Subsequently, if the Ethics Committee recommends any
modifications in any component or modality of the project,
the same will be incorporated under intimation to the
Council Headquarters.

7. DURATION OF THE PROJECT

The duration of a research project submitted under the IMR
policy will be a minimum of three months and a maximum
of 3 years. However, in exceptional cases, especially
requiring long-term studies the maximum duration may be
up to five years subject to recommendation of IMRAC/IRC
/ External Expert Committee / Research Sub-committee.
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An additional period of up to 1 year, including up to 6
months’ each for preparatory & post project activities (with
no additional costs) may be incorporated in the project
proposal.

7.1 Extension of the Project

Requests for project extension beyond the approved
duration would not be entertained routinely. However, if
interesting/important leads are emerging that require
further follow-up, then a valid justification for an extension
should be submitted by the PI three months before the
expected completion of the project along with progress
report, clearly mentioning the period of extension with
justification and reasons why the project could not be
completed within the stipulated sanctioned period.

Duration of project, however, in any case should not exceed
a maximum of 5 years, barring duration of logistical delay
or unforeseen circumstances.

The project duration may be extended with the approval of
the DG, CCRUM, and there will be no need to send the
request to the finance section if the extension is within the
approved budget. If additional budget is required for the
extended period, the PI must provide the relevant details
along with a proper justification in the extension request,
and the request must be approved by the Head of the
concerned Institute before it is submitted for final approval
by the finance section and DG, CCRUM .

7.2 Premature Termination of the Project
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During the course of the study, the Director General,
CCRUM, may recommend for premature termination of the
project on the grounds of technical/ financial/ ethical issues,
or that the project is not in accordance with the established
guidelines. The final decision will be communicated to
concerned Principal Investigator (PI), Co-Investigator (Co-
I), and the Head of the Institute, and it will be binding upon
them. In such cases, any remaining unspent funds will be
refunded to the CCRUM Headquarters.

Ifthe PI desires to discontinue the project before the expiry
of the approved duration, he/she will have to obtain prior
permission from the CCRUM Headquarters.

A final report of the work done must be submitted within
one month from the date of termination of the project.

If the premature termination of the project is due to
deliberate negligence or misconduct by any involved
Officer(s), they may also be liable for disciplinary
proceedings as per rules.

8. FINANCIAL SUPPORT

The CCRUM will provide financial support for staff,
equipment and contingencies (recurring and non-recurring)
for the IMR projects.

The Principal Investigators (PIs) applying for the IMR
projects should have adequate staff, equipment and
laboratory/other facilities to conduct the particular
research. Financial support will be given only for the
minimum required staff, equipment, books and contingent
items not available at the concerned institutes.

The project cost will be met from ‘Research Activities’
Head of the sanctioned budget of CCRUM Headquarters.
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e Any change in budget head, if required, should be made
with the prior approval of the council’s authorities.

e All the expenditure must be made in accordance with the
General Financial Rules (GFR) of the Government of India.
The operation and utilization of accounts of the projects
will be subject to internal audit.

8.1 The Budget

The budget should be proposed based strictly on the actual
requirements. If manpower, instruments, or equipment are
required, a proper justification should be provided, including
details of their existing availability. Generally, staff, equipment,
etc. will be sanctioned on sharing basis for multiple projects and
not exclusively for a single project. The equipment to be asked in
a project should be relevant to that particular project. The furniture,
laptop, data card, mobile phone, and similar items are not
permissible in the project.

The budget should be submitted in the prescribed format
(Annexure - 2). Justification and breakup of all budget heads as
proposed in the proposal should be provided in detail. The budget
would be sanctioned under broad sub-heads as follows:

i. Essential Staff (Pay and Allowance of the Staff)
ii. Contingency (Recurring and Non-recurring)

iii. Consumables

iv. Travel (if approved)

v. Equipment (if approved)

For contingency grants exceeding Rs. 25,000 per annum, a detailed
breakdown must be provided. Once the project is approved by the
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competent authority, CCRUM will inform the PI about the
sanctioned budget & duration of the project.

8.2 Release of Funds

Funds will be released to the In-charge of the participating
Institutes / Centers / Units and separate account will be maintained
for each project. The amount approved by the SAC for first year
will be released as the 1% instalment at the time of sanction of the
project. Next instalment(s) will be released after review of interim
progress report and UC/statement of expenditure of the 1%
instalment. The statement of expenditure should correspond with
head-wise breakup of budget mentioned in the sanction order. The
PI and head of the institute should also certify that the expenditure
has been incurred for the purpose for which it was sanctioned. The
PI will keep a record for the expenditure incurred by him from the
contingency of the project. After completion of the project, the
concerned PI should submit the audited utilization certificate (UC)
and statement of expenditure along with the final project report.

Every effort should be made to make payment of the liabilities of
a particular financial year within 31% March. The proposal for re-
validation of any unspent balance as on 31 March should be
submitted to the Headquarters of the Council within one month. If
funds are available, then the expenses for laboratory
investigations/contingencies, etc., incurred up to 3™ or 4" week of
March should also be paid within 31%' March.

8.3 Operation of Accounts

The funds will be provided to the participating Institute as a part of
Institute’s budget, as per the mechanism followed by the Council
normally. The Head/ In-charge of the Institute will provide the
funds to the Principal Investigator (PI) as per the requirement from
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time to time. For the purchase of non-recurring items, codal
formalities must be followed.

8.4 Re-appropriation of Funds

Expenditure should on no account exceed the budget sanctioned
for the project. No re-appropriation of funds shall be allowed for
over-expenditure in any of the heads or sub-heads. However, in
exceptional cases, re-appropriation of funds, from one head/sub
head to another within the sanctioned budget and for unspent
balance may be permitted. If re-appropriation is up to 20% of
concerned subheads under sanctioned budget for the year, then
Head of the Institute will have the liberty to re-appropriate the
funds, under intimation to the Council Headquarters. If re-
appropriation is exceeding 20%, then it should be done with the
prior approval of CCRUM Headquarters. However, the overall
sanctioned budget should remain the same.

9. EXPENDITURE

All recurring and non-recurring items required for the project must
be purchased in accordance with the General Financial Rules
(GFR) of Govt. of India and the procedures in vogue at the host
institute.

For permanent and semi-permanent assets acquired solely or
mainly out of the grant, the institute will maintain a separate
audited record in the form of register in the prescribed format, such
as cash book, asset register, paid bills, bank statements and bank
accounts, etc. The expenditure of recurring nature, such as
medicines, chemicals, glassware, cost of investigations, animals,
stationeries, postage, printing, photocopying, etc. may be allowed
to be purchased as a part of the recurring contingencies.
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Non-Recurring Expenditure

Essential scientific equipment, if needed, may be permitted as non-
recurring expenditure. However, the quantum of such expenditure
will not be more than 25% of the total project cost. The equipment,
instruments and books purchased out of the contingencies will
become the property of the host institute. After purchase, the books
will be recorded in the accession register of the institute’s library
and may be issued to the concerned section or scientist till they are
needed. It shall be ensured that the estimate of expenditure under
equipment, books, software, etc. of the required project is sought
in the first year itself.

Guidelines for Contingency Grant

The contingency grant is meant for both recurring and non-

recurring expenditure, and it can be utilized for the purposes for

which it was sanctioned by the SAC, including, but not limited to:

a. Printing of questionnaire(s), case report forms, consent forms,
etc. for the research project

b. Computer utilities, charges for data analysis (Computer
charges)

Note: The grant cannot be used for purchase of furniture items,

office equipments, such as telephone, fax machine, photocopiers,

etc.

10. DATE OF INCEPTION OF THE PROJECT
e The date of initiation of the project will be the date when
the institute receives the grant. The institute shall
communicate this date to the Council within one month of
receipt of the grant.
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After receiving the grant, the Head of the institute will
immediately inform the Principal Investigator (PI) to
initiate the project.

The date of inception of a project can be changed on the
request of the PI, duly forwarded by the institute, provided
no expenditure has been incurred by the Pl/institute at the
time of making such request.

11. PARTICIPATING CENTRES

IMR projects will be carried out at all peripheral institutes of
CCRUM and/or collaborating centres as per the approved
guidelines. Research projects will be submitted by Research
Officers working at the peripheral institutes of the Council.

12. PROJECT STAFF
12.1 Engagement of Project Staff

The Principal Investigator (PI) may propose the
engagement of JRF/SRF/RA/Consultant (for medical
disciplines)/JRF/SRF/RA (for non-medical
disciplines)/DEO, etc. only based on the project's
requirements with full justification.

The number of SRF/JRF/RA should be requested as per
actual need of the project and the decision of the SAC in
this regard will be final.

The remuneration for project staff will be as adopted by
CCRUM as per the guidelines issued by ICMR from time
to time, which may be revised by the CCRUM to keep at
par with the Indian Council of Medical Research (ICMR).
The remuneration for each project staff will be uniform for
particular category among all the institutes.
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e Engagement of Consultant: A consultant if required
having expertise in the relevant research / technical work
and a clearly defined role in the proposed study may be
proposed with a fixed monthly remuneration, which, if
approved may be paid under the head “Salary”.

12.2 General Terms and Conditions for Engagement of
Project Staff

1.

ii.

iii.

1v.

For the engagement of project staff, a selection
committee will be constituted at the institute level with
the approval of the Council Headquarters, with the
following composition:

e  Head of the Institute (Chairman)

o Subject Expert(s)from outside

. DG nominee

o Principal Investigator (Member secretary)

The appointment of project staff in all categories will
be initially for 12 months and extended by specific
orders for such period as may be necessary, but not
exceeding 12 months at a time and not exceeding 36
months for the whole project.

Appointment will be temporary and contractual for a
maximum period of the duration of the project.

The tenure of these temporary project personnel may
be extended at the Institute level, based on the
performance  of the incumbent and the
recommendation of the Principal Investigator (PI) not
exceeding the duration of project.

In the selection committee's recommendation, there
will be a panel of candidates, comprising one selected
candidate and at least three waitlisted candidates
(subject to availability). This panel will remain valid
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