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Instructions for writing the proposal:

1. This generic protocol has been prepared to help Regional Centres in making their proposals for sanctioning and funding.

2. Many areas have been left blank which will be filled by Regional Centres themselves.

3. All Regional Centres would obtain Institutional Ethical Clearance certificates from their own committees within a reasonable time

4. Objectives : It is better that these are not altered too much.

5. Section B Para 3 and 4 may be amended or rewritten if so desired.

6. Section B Paras 5-7 is to be filled in by Regional Centres.

7. Section B Para 8 : Methodology : Essential features are to be maintained.

8. Section B Para 9 : To be filled in by Regional Centres.

9. Section B Para 10. Budget

a) Total bdget for each center will not exceed Rs10 lakhs for 1 years.

b) Staff not to exceed what is mentioned.

c) Recurring to be decided by Regional Centres keeping within the maximum budget permitted.

10. Section C : Biodata of all investigators to be given separately. 

Format for Application for Ad-hoc Research Projects

and

Guidelines for Operation of Extramural Projects
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	INDIAN COUNCIL OF MEDICAL RESEARCH

V. Ramalingawami Bhawan, Ansari Nagar, Post Box Bo. 4911
New Delhi - 110029


APPLICATION FOR GRANT-IN-AID OF AD-HOC RESEARCH PROJECT


Section A
GENERAL


	1. Title of the Research Project

Name of Institute: Initiating  Antimicrobial Stewardship activities in hospitals in India .

	
	

	1. Name and Designation of 
	
	

	i) Principal Investigator & Email : Physician
ii) Co-Investigator(s) & Email : Microbiologist
iii) Administrator
iv) Surgeon

v) Pharmacologist / Clinical Pharmacist


	
	

	1. Duration of Research Project : 1 year
	
	

	 i) Period which may be needed for collecting the data:

  Continuously from three months onwards.

 ii) Period that may be required for analyzing the data 

   Continuously from 6 months onwards.
	
	


	1. Amount of grant-in-aid asked for (details are to be furnished in Section B) 
	
	

	
                 1st year
          2nd year        
3rd year
4th year
5th year
	Total

	i. Staff

ii. Contingencies
Recurring
Non-recurring (equipment)
Travel 
Stationery

iii. Overhead charges

Workshops


	Pharmacist

5 lakhs


	
	
	
	
	

	 Total  10 lakhs for one year
	
	
	
	
	
	

	
	
	

	1. Institution responsible for the research project 
	
	

	      Name
 Postal address
 Telephone
 e-mail 
 Fax No.
	
	
	

	
	1. Institutional ethical clearance and Project approval (Necessary documents indicating institutional ethical clearance must be enclosed for research involving human subjects as also animal experiments).


	
	1. Is radio tagged material proposed to be used in the project either for clinical trials or experimental purposes? If so, clearance from Nuclear Medicine Committee, Bhabha Atomic Research Centre, Mumbai, indicating should be attached.
NA

2. Projects involving recombinant DNA/Genetic engineering work should be examined and certificate by the Institutional Biosafety Committee (IBSC) to be enclosed. Guidelines for constitution of IBSC can be obtained from Secretary, Department of Biotechnology, CGO Complex, Lodhi Road, New Delhi-110003. 
NA

9. Approval of the institutional ethics committee (IEC) should be enclosed. Guidelines for IEC for animal experiments should follow CPCSEA requirements and for human studies should follow ICMR guidelines. 


10. The Institution where the study is being done should ensure that there is no financial conflict of interest by the investigators.


DECLARATION AND ATTESTATION

	i. I/We have read the terms and conditions for ICMR Research Grant. All necessary Institutional facilities will be provided if the research project is approved for financial assistance. 

ii. I/We agree to submit within one month from the date of termination of the project the final report and a list of articles, both expendable and non-expendable, left on the closure of the project. 

iii. I/We agree to submit audited statement of accounts duly audited by the auditors as stipulated by the ICMR. 

iv. It is certified that the equipment(s) is/are not available in the Institute/Department or these are available but cannot be spared for the project

v. It is further certified that the equipment(s) required for the project have not been purchased from the funds provided by ICMR for another project(s) in the Institute.

vi. I/We agree to submit (online) all the raw data (along with descriptions) generated from the project to the ICMR Data Repository within one month from the date of completion /termination of the project.

If any equipment already exists with the Department/Institute, the investigator should justify purchase of another equipment.

Signature of the:

a) Principal Investigator


XXXXXXXXXX


________________________________

b)Co-Investigator(s)

XXXXXXXXXX


________________________________


XXXXXXXXXX


________________________________


XXXXXXXXXX


________________________________


XXXXXXXXXX


________________________________

c) Head of the Department _______________________________ 

Continued on page 5

Continued from page 4

Signature of the Head of the Institution with seal



	Date:
	


_____________________________________________________________________________________________________
P.S. ICMR should be reminded if no acknowledgement is received within one month from the date of sending the application.
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Section - B

DETAILS OF THE RESEARCH PROJECT


Adequate information must be furnished in a brief but self-contained manner to enable the Council to assess the project.

1. Title of the project.

Name of Institute: Initiating Antimicrobial Stewardship activities in hospitals in India.
2. Objectives

a) Creating Antibiogram for the hospital

b) Creating Antibiotic Policy (HAI & Choice) based on the hospital antibiogram,  including surgical prophylaxis  

c) Carry out Culture of cultures: point prevalence study 1 day in 3 months

d) Carry out Antibiotic consumption in ICUs using ICMR tool (DOTS/DDD)

e) Initiate audit : Carbapenem, Polymyxin  prescriptions  in ICU 

f) Initiate Formulary restriction for  Polymyxins (Colistin) 
g) Carry out workshops for  Education: One event for own hospital and one for hospitals and practitioners in the region

3. Summary of the proposed research (up to 150 words) indicating overall aims of the research and importance of the research proposal. Application of the work in the context of national priorities of medical research, if any, may also be mentioned.

Antimicrobial resistance has become a major public health challenge. Increasing levels of drug resistance in pathogens of public health importance and dried up pipeline of new antibiotics has created a situation of emergency in India and globally. Hospitals in India are reporting high levels of resistance to fluoroquinolones, carbapenems and are also documenting increasing resistance to polymyxins like colistin as the use of polymyxins in health care settings increases.

Given this compelling situation, there is a need to look for measures to reduce drug resistance and ensure that the existing antimicrobials remain relevant for a longer period. This requires rationalizing antibiotic use.  Interventions like Antimicrobial stewardship Programs (AMSP) are  well accepted strategies which have been found to reduce unnecessary antibiotic prescriptions without compromising patient’s safety and recovery. 

AMSP capacities in Indian health care institutions are very rudimentary or rather nonexistent and this was well documented in one of the surveys carried out by ICMR. Recognising the need to create AMSP structures in health care institutions in the country as an important one, ICMR carried out four workshops on AMSP capacity building across the country in 2nd quarter of 2017. This project is aimed at initiating AMSP activities, in the 20 hospitals who participated in the AMSP workshops, in a methodical manner.  

4. Present knowledge and relevant bibliography including full titles of articles relating to the project.

Antimicrobial resistance has become a major public health challenge. Boeckel et al., (2014) reported that antibiotic consumption has increased by 35% from 2000-2010, with a higher use of last resort antibiotics carbepenems (45%) and polymixins (13%). Increasing levels of drug resistance in pathogens of public health importance and dried up pipeline of new antibiotics has created a situation of emergency in India and globally. Hospitals in India are reporting high levels of resistance to fluoroquinolones, carbapenems and are also documenting increasing resistance to polymyxins like colistin, as the use of polymyxins in health care settings increases. Given this compelling situation, there is a need to look for measures to reduce drug resistance. Antimicrobial stewardship Programs (AMSP) have been found to reduce excessive antibiotic usage and have resulted in reduced resistance rates in many countries. The World Health Organization (WHO) developed a global action plan (GAP) in 2015, which mandates member states to produce national strategic plans for antimicrobial resistance (AMR) through surveillance and reporting, antibiotic stewardship and preventing infection (WHO,2015, Mendelson, 2015). AMS programs have shown 22-36 % reduction in antimicrobial use and significant cost savings (Dellit et al.,2007).

Countries like Australia, Chile, China, France, Scotland, South Africa, South Korea, Sweden, Taiwan, USA, Vietnam have successfully implemented antibiotic stewardship programs (Huttner et al., 2014). Successful AMS programs have been shown to reduce resistance rates, morbidity, mortality and healthcare costs in many countries (Paterson et al., 2006, Davey et al., 2009). It has also been reported that the changes have positively impacted outbreaks of resistant pathogens (Duguid and Cruickshanl, 2010).

Antimicrobial Stewardship Program-Global Scenario:
Australia:

Australia has successfully controlled use of antibiotics through extensive stewardship programs. Use of quinolone drugs were restricted by meticulous guidelines. Although quinolones are recommended in all other countries, the Australian guidelines limit their use. For example: ciprofloxacin is recommended only if causative organism for lower urinary tract infection is Pseudomonas aeruginosa or there is resistance to all other drugs.
Consequently, the antibiotic resistance rate for quinolones have been reported to be low in pathogenic E. coli studied among a network of 30 laboratories across the country. Australia has been reported to have low quinolone resistance rates compared to all other countries. Use of quinolones has also been controlled in food producing animals through policy. Australia has also successfully implemented the Pharmaceutical Benefits Scheme (PBS), which reduced use of expensive drugs (Cheng et al., 2012). 

Antimicrobial Stewardship in India:

AMR status: India was reported to be the largest consumer of antibiotics in 2010 and contributed to 23% of the increase in retail antibiotic sales among the BRICS countries (Laxminarayan, 2016). The recent trends of antibiotic resistance in India are alarming with increasing percentage of resistance to last resort antibiotics carbapenems and colistins (Gandra et al. 2016). There has been an increase in cephalosporin and broad-spectrum penicillin consumption from 2000 to 2015.
India has very high resistance to fluoroquinolones and third generation cephalosporin which was more than 70% in Acinetobacter baumannii, Escherichia coli and Klebsiella pneumoniae and more than 50% in Pseudomonas aeruginosa. About 63% of Klebsiella species were resistant to third generation cephalosporins. 82% of the Acinetobacter species and 54% of the Klebsiella species in neonatal intensive care units (NICUs) in New Delhi between 2011 and 2014 were reported to be MDR, resistant to three or more antibiotic classes (Chaurasia et al. 2016). High level of microbes resistant to third generation cephalosporins were found in studies carried out in hospital waste water, rivers and ground waters (Gandra et al., 2017).

The recent report of high carbepenem resistance to A. baumannii (70.9%), K. pneumoniae (56.6%), P. aeruginosa (41.8%) and E. coli (16.2%) is of great concern. Methicillin-resistant Staphylococcus aureus (MRSA) was reported to be 42.6% and ampicillin resistant Enterococcus faecium was 97.1% (Gandra et al., 2017). India also reports very high percentage of MDR-TB and XDR-TB (Prasad et al. 2017).

The organism causing pneumonia in children, S. pneumoniae was reported to be resistant to trimethoprim sulfamethoxazole, (TMP-SMX)(66%), erythromycin (37%) and penicillin (8%) in a study of children under five during the period 2011 and 2015. There was an increase in ciprofloxacin resistance from 78% to 89.7% and azithromycin resistance from 0.8% to 1.5% for Neisseria gonorrhoeae between 2002–2006 and 2007–2012 (Bala et al. 2015). The bacteria causing enteric fever, Salmonella Typhi showed 27.9 % ciprofloxacin resistance. It is worrying to note that Shigella species was 80% resistant to ciprofloxacin and TMP-SMX and 100% to ampicillin (Bhattacharya et al. 2012). Vibrio cholerae showed varied resistance to antibiotics, ampicillin (64% to 100%), furazolidone (>75%), and tetracycline (17% to 75%) (Mandal et al. 2012; Raytekar et al. 2014).

The major contributing factors are irrational prescription of broad spectrum antibiotics and antibiotic fixed dose combinations, self-medication, over the counter sale of medicines without prescription, lack of awareness among public, ignorance of healthcare providers and availability of unprofessional healthcare providers. Other than antibiotic consumption and healthcare practices, poor sanitation, contaminated rivers and ground water, use of antibiotics in animals and food products and effluents from pharmaceutical industry contribute to the spread of resistant microbes (Gandra et al., 2017).

AMSP –Indian Initiative: Antimicrobial stewardship is an urgent need to reduce the “over the counter” sale and use of non-prescription drugs which contribute to the antimicrobial resistance to a large extent.

A survey conducted by ICMR among 20 tertiary health care institutes (HCI) about AMSP components, implementation and outcome showed that only 40% of HCIs had AMSP written documents, 75% of HCIs had HIC guidelines and 65% had antimicrobial agents (AMA) prescription guidelines. Moreover only 30% HCIs had AMSP implementation strategies. Private HCI showed better performance compared to Government HCI in AMSP that was attributed to the accreditation process. The survey reported the absence of infectious diseases physicians and clinical pharmacists in institutions. This shows the huge lacunae for AMSP in India and the dire need to implement AMSP on priority.

AMSP capacities in Indian health care institutions are very rudimentary or rather nonexistent and this was well documented in one of the surveys carried out by ICMR. Recognizing the need to create AMSP structures in health care institutions in the country as an important one, ICMR carried out four workshops on AMSP capacity building across the country in 2nd quarter of 2017. A team comprising of an administrator, a physician, a microbiologist, an infection control nurse and a pharmacist were invited from each hospital. More than 30 hospitals participated in the workshop.  Following the deliberations at the workshops, several deliverables were identified as low hanging fruits which could be initiated through this project. An attempt will be made to create a structure and processes for carrying out AMSP activities in Indian hospitals.
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5. Preliminary work already done by the Investigator on this problem, e.g. selection of subjects, standardisation of methods, with results, if any.

Please provide experience with AMSP only

6. Links with other ICMR projects (ad-hoc, task force or collaborative).

7. List of important publications of last 5 years of the all the investigators in the relevant fields (enclose reprints, if available)


8. Detailed research plan. (give here the design of study, indicating the total number of cases/samples/animals to be studied, the mode of selection of subjects specially in experiments involving human beings, equipments and other materials to be used, methodology/techniques to be employed for evaluating the results including statistical methods any potential to obtain patents etc.)

1. Antibiogram for each hospital

Antibiograms are tables showing how susceptible a series of organisms are to different antimicrobials. Antibiograms summarize the cumulative proportions of pathogenic organisms that are susceptible to particular antimicrobials. This provides a profile of the susceptibilities of specific pathogenic bacteria to antimicrobial agents as tested in routine clinical microbiology practice. 

Producing annual cumulative antibiograms is a key strategy for antimicrobial stewardship as it provides a health service with information about which antimicrobials are more or less effective for different organisms, which informs antimicrobial choices for formularies and antimicrobial prescribing policies for health care services. Producing a series of antibiograms can be used to track changes in resistance patterns over time, and can inform the development of therapeutic guidelines at the national, regional and local level.

The following species of bacteria will  be included: E coli, Klebsiella spp,, A baumanii, S aureus, CoNS, E faecium, E faecalis, S typhi, S paratyphi, NTS, S flexneri, S boydii, Campylobacter jejunii, Aeromonas sp, fungal pathogens.
Antibiotics will be covered included as per ICMR SOP 

The methodology adopted should be ICMR SOP based on CLSI 2017. Where breakpoints are not available, EUCAST recommendations will be adopted.
The hospital will create  cumulative antibiogram  as per the following: 

a) The antibiograms will include only  final, verified results. 
b) Analyses/presentation of data will be done regularly, at least annually.

c) Only species with at least ≥ 30 isolates tested will be included (under certain circumstances, when you don’t have >30 isolates, then combine two consecutive years’ isolates into the calculation).
d) Only diagnostic (not surveillance) isolates and information only on drugs routinely tested will be included in antibiogram preparation. 
e) The antibiograms will include results from the first isolate per patient in the period analyzed, irrespective of the body site from which the specimen was obtained or the antimicrobial susceptibility pattern. 
f) The antibiograms will present calculation of the percentage susceptibility because clinicians generally avoid prescribing antimicrobials if a test result indicates intermediate susceptibility. Isolates with intermediate susceptibility should not be included in the calculation of the percentage of isolates that are susceptible.
g) The antibiograms will avoid the presentation of potentially misleading or confusing data, especially when presenting as a table and ensure all the details are provided in the accompanying footnotes. 
h) It will be attempted to provide confidence intervals and statistical significance of changes in the percentage of susceptible isolates.
i) Statistical tools will be utilised to analyze the data. 
j) The data will be stratified to encourage optimal antimicrobial therapy. It is often useful to stratify results by specimens type or infection site, by nursing unit or site of care, by organism’s resistance characteristics, by clinical service or patient population. 
k)  Reviewing the cumulative antibiogram data if clinical failure occurs after empiric therapy and, if changed, the trend has to be followed. 
l) The cumulative antibiogram will be compared with national data. 
[image: image3.emf]
Standards for analysis and presentation of antibiograms are provided in reference documents such as the Clinical and Laboratory Standards Institute guideline M39​A2/EUCAST for antibiotics not mentioned in CLSI guidelines but are used in European Countries and the Specification for a Hospital Cumulative Antibiogram. Tabulated cumulative antibiograms should be produced for hospitals and other institutions annually. 

Caveats for interpretation Individual antibiograms do not detect trends because they are a summary of data accumulated over a fixed interval (usually one year). The method used for susceptibility testing will influence the susceptibility rates reported in cumulative antibiograms. Users should be aware of the susceptibility testing methods employed by the laboratory to generate the antibiograms, because interpretive criteria (breakpoints that define susceptibility and resistance) differ between methods, and are also subject to review and change. Cumulative hospital​ wide antibiograms that aggregate data from diverse patient populations and locations can obscure differences in patient populations, whilst antibiograms stratified by population, age or hospital unit may have more potential to influence antibiotic selection

2. Antibiotic Policy (HAI & Choice) based on the hospital antibiogram,  including surgical prophylaxis  

The guidelines for antimicrobial usage customized to the hospital antibiograms  encourage prudent prescribing of antimicrobials for empirical treatment of infections, and thereby improve the results of treatment, reduce drug related toxicities, and limit the emergence of resistant strains. The guideline will be developed based on the treatment guideline proposed by ICMR http://www.icmr.nic.in/guidelines/treatment%20guidelines%20for%20antimicrobial.pdf
The standard treatment guideline will be based on the findings of the cumulative antibiogram, antimicrobial policy, surveillance data on antimicrobial resistance and antibiotic consumption data and hospital associated infection profile of the particular hospital or community.

The salient features of the treatment guideline would be following:

a) The antibiotic policy will cover for prophylaxis, empirical and definitive therapy practiced within hospital. 

b) Should be based on site of infection (eg., SSTI, intra-abdominal, urosepsis, pneumonia, head and neck, bone and joints)

c) The policy shall incorporate specific recommendations for the treatment of different high-risk/special groups such as immunocompromised hosts; hospital-associated infections and community acquired infections.

d) The guideline will specify type of clinical setting – Outpatient clinics, Inpatient units, ICU setting. 

e) Will specify rationale of guidelines. 

f) Will provide evidence-based strength of recommendations. 

g) Will be prepared by involving  treating physicians to bring ownership to the guidelines.

In addition to the above, the antibiotic guideline will address the following:

a) Minor criteria and major criteria for the diagnosis are formulated and recommended for the clinical syndrome/ disease concerned.
b) Recommendations for pathogen-directed therapy. Once the aetiology of the infection has been identified on the basis of reliable microbiological methods, antimicrobial therapy is directed at that pathogen.
c)  Recommendations on the empirical antimicrobial therapy will be specified separately for outpatient treatment, inpatient treatment, non-ICU treatment and in-patient ICU treatment on considering clinical condition and presence of co-morbidities.
d) The guideline will mention a class of antibiotics rather than a specific drug, unless outcome data clearly favours a specific drug. Since overall efficacy remains good for many classes of agents, the more potent drugs are given preference because of their benefit in decreasing the risk of selection for antibiotic resistance. Other factors for consideration of specific antimicrobials include pharmacokinetics/pharmacodynamics, compliance, safety and cost
e)  Recommendations on the duration of therapy for patients with infection with emphasis that therapy should continue for a minimum of 48 to 72 hours after the patient becomes afebrile and should have no more than one or two syndrome associated signs of clinical instability before discontinuation of therapy. 
f) Recommendation on switch from intravenous to oral therapy can be made when the patient is haemodynamically stable and improving clinically, is fully conscious, and able to ingest oral medications. 
g)  Recommendation on the use of antimicrobials would take into account the use of antimicrobials within the previous three months (in which case an alternative from a different class should be selected). In case the individual is from a geographical region that has a high rate (>25%) of resistant organisms reported or where high-level minimal inhibitory concentration (MIC) is observed then, the use of alternative agents is mandatory. 
h) The locally adapted guideline would offer suggestions about the epidemiology and/or risk factors for alternative or specific additional antibiotics for the treatment.
3. Culture of cultures: point prevalence study 1 day in 3 months

A point prevalence study of bacterial culture rate will be carried out in ICUs and emergency.

This would include appropriate cultures for all patients who were initiated on parenteral antibiotics. The period of evaluation is 24hours or one day, selected by the study coordinator for the hospital.  Details of all patients who are commenced on, or, have had a change of parenteral antibiotics (during the study period of 24hours) are collected from the pharmacy or the respective wards. The case sheets of these patients are perused or information is obtained from the pharmacy  to determine if appropriate cultures (blood, respiratory secretions, urine, pus or CSF) have been sent for these patients, before initiating or changing antibiotics. The data can be subdivided into critical care areas and Emergency Department. This is expressed as percentage of culture of cultures for each clinical area. Information thus obtained can help in performing antibiotic timeout after 48 to 72 hours of initiation of antibiotics. 
This exercise  will  be carried out at periodic intervals (preferably once a quarter) and a feedback has to be given to the clinicians to improve compliance to sending appropriate cultures prior initiation or change of antibiotic.The Bacterial Culture Rate (BCR) will be  determined as follows: number of patients whose samples were sent to the laboratory for bacterial culture/number of patients administered antimicrobials for therapy and therapy + prophylaxis. 

The culture report would be used for the following:

· Following appropriate strategies including de-escalation (based on clinical status of patient and lab report of pathogen and its AST), 

· Dosage adjustments as per renal and hepatic functions, 

· Drug-drug interactions etc.

4. Antibiotic consumption in ICU using DOTS/DDD

· AMC data will be collected and analysed either as Defined Daily Doses (DDD) or as Days of Therapy (DOT).

· ICMR has prepared a software for DDD where on entry of monthly consumption data for listed antibiotics for inpatients and patient days for the month, DDD index is calculated automatically for each month and then for whole year.

· It is more appropriate to analyse AMC data for individual wards as DOT. Every day data is collected from specific ward in terms of number of patients administered respective antibiotics and total number of patients in the ward. This daily data will be transcribed into monthly sheet and monthly data into yearly sheet. ICMR software automatically performs calculations for DOT per 100 patient days.

· The DOT data should be analysed for all ICUs and for carbapenems and colistin/ polymyxin only. 

5. Audit : Carbapenem / Polymyxin use in ICU As DOT or DDD or grams / units, time period

A physician will be asked to fill up a form when following drugs are prescribed:

Gram negatives: Colistin, carbapenems, tigecycline, linezolid

Gram positives: Vancomycin

The format of form is attached and may be modified by each hospital as per their requirement.

On completion of audit, feedback will be given to prescribers.

6. Initiate Formulary restriction for Polymyxins (Colistin): Colistin and other polymyxins should be initiated with approval of Unit Head. This may be decided by individual hospitals but some level of restriction must be introduced on prescription of polymyxins. 
7. Staff Education:  The hospital will carry out education for their staff as well as educational event for doctors from surrounding areas. 

· The content will include AMSP to cater to all health care workers. 

· One day CME for hospital staff on AMSP will be conducted. 

· One  day workshop to cover the hospital and atleast one covering the neighbouring hospitals will be held in 2018

	
	Quarter 1
	Quarter 2
	Quarter 3
	Quarter 4

	Creating Antibiogram for the hospital
	
	
	
	

	Creating Antibiotic Policy (HAI & Choice) based on the hospital antibiogram,  including surgical prophylaxis  
	
	
	
	

	Carry out Culture of cultures: point prevalence study 1 day in 3 months


	
	
	
	

	Carry out Antibiotic consumption in ICUs using ICMR tool (DOTS/DDD)


	
	
	
	

	Initiate audit : Carbapenem, Polymyxin  prescriptions  in ICU 


	
	
	
	

	Initiate Formulary restriction for  Polymyxins (Colistin)
	
	
	
	

	Carry out workshops for  Education: One event for own hospital and one for hospitals and practitioners in the region


	
	
	
	


9. Facilities in terms of equipment, etc, available at the sponsoring institution for the proposed investigation.
Facilities are available in terms of expertise and equipments. However, because of the volume of the work, mainly consisting of in house isolates and referral isolates from feeder centers, equipments and manpower will be essential).

xxxxxx

10. Budget requirements (with detailed break-up and full justification):Total budget for the project not to exceed Rs 10 lakhs
(i) Staff

	
	1st year
	Total

	Clinical pharmacist
	
	

	Total
	
	


(ii) Contingencies


Recurring

	
	1st year
	Total

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	Total
	
	


Non-recurring (equipment): First year only

Budget total

	Category
	1st year
	Total

	
	
	

	Staff
	
	

	Recurring
	
	

	Travel
	
	

	Workshops
	
	

	Overhead
	
	

	
	
	

	Total
	
	


(Total budget : Maximum Rs 10 lakhs for 1 year)

Justification of budget

Manpower

xxxx

Recurring

xxxx

Travel

xxxx

Overhead charges

xxxx

Non-recurring (equipment)

xxxx


Section-C 

BIODATA OF THE INVESTIGATORS(S) 


__________________________________________________________________________________________

1. Name (Dr/Kum/Smt/Shri)

2. Designation

3. Postal address & telephone number

Email

4. Date of birth

5. Educational qualifications

Degree

Institution

Field

Year

6. Research/Training experience

Honours /Awards

7. Research specialization

8. Recent publications (last 5 years starting with latest)

9. Financial support received (Past and Present)

From ICMR

From other funding agencies.

Reserve Antibiotic Usage Form

	H No:
	Age:
	Sex:
	Ward/ICU ________________________________

Date:

	IPNo:
	Department:
	

	Dr:
	Unit:
	
	
	

	Organ System Involved:

        Lung

        CNS/CSF

        Intra-abdominal 

        Urinary
	         IV catheter related

         Bacteremia

         Peritoneal Dialysis related

         Others (specify)
	Treatment:

        Prophylaxis

        Empirical 

        Definitive

	Diagnoses/Case:


	

	         Tigecycline


	Dose
	Frequency
	Intended Duration


         Empirical therapy of hospital acquired infection with history of broad spectrum antibiotics exposure.

         Treatment of documented infections due to pathogens those are resistant to other higher – end antibiotics.

         Others (Specify)

	          Colistin
	Dose
	Frequency
	Intended Duration


        Empirical therapy of hospital acquired infection with history of broad spectrum antibiotics exposure.

        Treatment of documented infections due to pathogens those are resistant to other antibiotics

        Treatment of documented infections attributed to carbapenamase producing bacteria.

        Others (specify)

	          Meropenam                         Imipenam

          Dorepenam                          Ertapenam
	Dose
	Frequency
	Intended Duration


        Empirical therapy of hospital acquired infection with history of broad spectrum antibiotics exposure.

        Empirical therapy of neutropenic fever in high risk patients.

        Treatment of documented infections attributed to carbapenamase producing bacteria.

        Treatment of documented infections due to pathogens those are resistant to other antibiotics

         Others (specify)

	        Vancomycin         Teicoplanin               Linezolid                 
	Dose
	Frequency
	Intended Duration


   Treatment for serious infections caused by beta-lactam resistant gram positive bacteria (e.g. MRSA, MRSE, VRE)

   Treatment for infections due to gram-positive organisms in patients with SERIOUS beta-lactam allergy.

   Prophylaxis for endocarditis in high risk cardiac patients with beta-lactam allergy.

   [Oral Vancomycin only] For treatment of antibiotic associated colitis in patient that has failed /is intolerant to  

   metronidazole therapy.

   Others (Specify)

	          Piperacillin + Tazobactum           Ticarcillin + Clavunulate              

          Cefperazone + Sulbactum

          Cefepime, Cefepime + Tazobactum, Other (specify) 
	Dose
	Frequency
	Intended Duration


   Empirical therapy of hospital acquired infection with history of broad spectrum antibiotics exposure.

   Empirical therapy of neutropenic fever.

   Treatment of documented infections attributed to ESBL- producing bacteria.

   Treatment of documented gram-negative infections attributed to organisms that are resistant to 1st line antimicrobial agents (eg. 

   Ampicillin + Sulbactum, Amoxicillin + Clavunulte, Cefuroxime)

   Others (specify)

	 Antifungal drug other than Fluconazole (Specify):               
	Dose
	Frequency
	Intended Duration


   Empirical treatment of neutropenic fever

   Empirical treatment on clinical reason in a patient on broad spectrum antibiotic

   After documented fungal infection sensitive to the drug

   Others (Specify)

HICC – Reserve Antibiotic Usage Form

Any other comments:

Reserve Antibiotic Usage Form
	H No:
	Age:
	Sex:
	Ward/ICU ________________________________

Date:

	IPNo:
	Department:
	

	Dr:
	Unit:
	
	
	

	Organ System Involved:

        Lung

        CNS/CSF

        Intra-abdominal 

        Urinary
	         IV catheter related

         Bacteremia

         Peritoneal Dialysis related

         Others (specify)
	Treatment:

        Prophylaxis

        Empirical 

        Definitive

	Diagnoses/Case:


	

	         Tigecycline


	Dose
	Frequency
	Intended Duration


         Empirical therapy of hospital acquired infection with history of broad spectrum antibiotics exposure.
         Treatment of documented infections due to pathogens those are resistant to other higher – end antibiotics.

         Others (Specify)

	          Colistin
	Dose
	Frequency
	Intended Duration


        Empirical therapy of hospital acquired infection with history of broad spectrum antibiotics exposure.

        Treatment of documented infections due to pathogens those are resistant to other antibiotics
        Treatment of documented infections attributed to carbapenamase producing bacteria.

        Others (specify)

	          Meropenam                         Imipenam

          Dorepenam                          Ertapenam
	Dose
	Frequency
	Intended Duration


        Empirical therapy of hospital acquired infection with history of broad spectrum antibiotics exposure.

        Empirical therapy of neutropenic fever in high risk patients.

        Treatment of documented infections attributed to carbapenamase producing bacteria.

        Treatment of documented infections due to pathogens those are resistant to other antibiotics

         Others (specify)

	        Vancomycin         Teicoplanin               Linezolid                 
	Dose
	Frequency
	Intended Duration


   Treatment for serious infections caused by beta-lactam resistant gram positive bacteria (e.g. MRSA, MRSE, VRE)

   Treatment for infections due to gram-positive organisms in patients with SERIOUS beta-lactam allergy.

   Prophylaxis for endocarditis in high risk cardiac patients with beta-lactam allergy.

   [Oral Vancomycin only] For treatment of antibiotic associated colitis in patient that has failed /is intolerant to  

   metronidazole therapy.

   Others (Specify)

	          Piperacillin + Tazobactum           Ticarcillin + Clavunulate              

          Cefperazone + Sulbactum

          Cefepime, Cefepime + Tazobactum, Other (specify) 
	Dose
	Frequency
	Intended Duration


   Empirical therapy of hospital acquired infection with history of broad spectrum antibiotics exposure.
   Empirical therapy of neutropenic fever.

   Treatment of documented infections attributed to ESBL- producing bacteria.

   Treatment of documented gram-negative infections attributed to organisms that are resistant to 1st line antimicrobial agents (eg. 
   Ampicillin + Sulbactum, Amoxicillin + Clavunulte, Cefuroxime)

   Others (specify)

	 Antifungal drug other than Fluconazole (Specify):               
	Dose
	Frequency
	Intended Duration


   Empirical treatment of neutropenic fever
   Empirical treatment on clinical reason in a patient on broad spectrum antibiotic

   After documented fungal infection sensitive to the drug

   Others (Specify)

HICC – Reserve Antibiotic Usage Form

Any other comments:
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