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PART B: SUMMARY OF STUDY

Principal Investigator name: 
Kristin Lambert, MS, PharmD
Co-investigators: 

Catherine Davis, PharmD, BCPS;  John Flanigan, PharmD, BCNSP; 





James Adams, PharmD, BCPS; Shawn Whitehead, PharmD
Study Number and Title: 
A Pharmacokinetic and Pharmacodynamic Study of Vancomycin in Morbidly 




Obese Patients compared to Non-obese Patients
Date of This Protocol Summary: September 12, 2012
Please use language that is understandable to the non-scientific members of the IRB. The function of the summary is to provide each committee member with an overview of why and how the study is being conducted. The protocol summary should be revised for Continuing Review if the study is significantly modified. Please provide responses in non-bolded type for easy readability.

1. Briefly state the question that this study will answer (i.e. state the hypothesis): 
The primary objective of this pharmacy residency research project is to compare the pharmacokinetic (what the drug does in the body) and pharmacodynamic (what the body does to the drug) profile of vancomycin in morbidly obese patients compared to non-obese patients.  Specifically, one measured pre-dose (trough) serum vancomycin concentration and two post-distributional measured serum vancomycin concentrations will be used to calculate area under the curve (AUC), volume of distribution (Vd), elimination rate (k), clearance(CL) and elimination half-life (T½) of vancomycin to compare the differences between the two populations.  
The secondary objective is to perform predicted calculations based on current Infectious Disease Society of America (IDSA) recommended dosing and trough goals.  The calculated volumes, elimination rates, clearances, half-lives and AUCs will be compared with those based on actual serum levels in the hopes that the comparison will reveal plausible causes for the variability that has been observed with the morbidly obese population.   
The hypothesis is that morbidly obese patients exhibit different distribution and clearance properties than non-obese patients making conventional dosing less predictive.   

2. Briefly describe the background research that has led to this hypothesis and describe the significance of the new information to be gained from this study:
Background: 
Vancomycin has been used for over 50 years in the treatment of infections caused by gram positive organisms.  With the emergence and increasing rates of infection due to methicillin-resistant Staphylococcus aureus (MRSA), there is a renewed interest in vancomycin use and optimization.  Newer agents that have been compared to vancomycin in clinical trials have been unable to prove superiority to vancomycin for the treatment of S.aureus and enterococcal infections, thus it has remained the drug-of-choice for MRSA.  

Despite its history of use, there remains a lack of pharmacokinetic and pharmacodynamic clinical data to support the currently recommended dosing regimen of 15-20 mg/kg every 8-12 hours for morbidly obese patients.  To complicate the situation, the population of morbidly obese patients in the United States has continued to rise on an annual basis, thus we are seeing more of this population in hospitals.  When dosing morbidly obese patients based on the current recommendations, variability in serum trough levels is commonly observed, making it unclear what the optimal regimen should be.  In some rare cases, renal toxicity has been observed in this population while being treated with vancomycin suggesting that the pharmacokinetics that direct non-obese patient treatment may be different from the morbidly obese population.  The concern is that the unreliability of conventional dosing to produce desired effects in morbidly obese patients may lead providers away from its use in this population for the treatment of MRSA and other gram positive infections.

Significance:
This study will provide insight into the pharmacokinetic and pharmacodynamic profile of vancomycin in the morbidly obese population to help guide future dosing strategies.  By comparing this population to the non-obese population at our institution, we will be able to identify differences in calculated parameters such as volume of distribution and clearance that account for the inconsistencies observed with measured serum trough levels.    We will be able to assess how predicted calculations of serum levels based on current dosing compare with actual levels and ultimately, be able to calculate more optimal regimens once the differences in parameters are revealed.  
3. Briefly describe the study design, specifying the phase, and whether randomization, placebo, and/or drug blinding will be used, and include the Schema. (Paste into this document or attach a page from the protocol. Include drug dosage on the Schema). 
This study is a prospective, non-randomized, open-label, quality improvement cohort study using prospective data to assist with future dosing strategies of vancomycin.  Daily vancomycin reports will be run by investigators to identify potential study subjects who meet inclusion/exclusion criteria for our cohort.  Those patients identified will be approached regarding consent to the drawing of two additional vancomycin levels beyond the current standard of one serum trough level.  These patients will only be approached assuming they are being treated for a minimum of 3 doses.  Patients that consent will have orders placed for lab serum draws at 1 hour prior to the third or fourth dose, 3 hours post-infusion and 1 hour prior to the time of following scheduled dose.
The times of administration and serum levels will be recorded and calculations will be performed via validated pharmacokinetic and pharmacodynamic formulas in an excel document for Vd, CL, ke, T½ and AUC.   These values will be compared to computerized simulations to assure accuracy.  Predicted calculations will also be performed based on the dosing chosen initially by the pharmacist conducting routine dosing per pharmacy based on IDSA recommendations per protocol at our institution.  The values in the obese and non-obese populations will be compared as well as predicted vs. actual levels and calculations.
4. List the significant inclusion/exclusion criteria:
	INCLUSION CRITERIA
	EXCLUSION CRITERIA

	· Age ≥ 18 years old
· BMI of ≥ 35 or ≤29 kg/m² AND
      receiving intravenous vancomycin 15-20 mg/kg

      rounded to the nearest 250 mg dose with a 

      maximum of 2000 mg/dose FOR 

      at least three doses 
	· Creatinine clearance < 30 ml/min(based on Cockcroft-Gault equation using ideal body weight or an adjusted body weight for patients weighing 30% more than ideal body weight)
· Pregnant women
· Unable to consent
· Unstable renal function defined as a change in serum creatinine (SCr) concentration of ≥ 0.3 mg/dL during the first 48 hours of vancomycin administration
· Previous participation in the study – with all necessary lab draws taken during participation


5. Describe the study procedures, specifying those that are required specifically for research purposes (not a part of standard care). Attach a list of required tests as well as a cost analysis for these tests and procedures. Describe any invasive procedures: 
The additional procedures that will be required for the research are two additional blood draws, including one draw 3 hours after infusion and an additional trough prior to the subsequent dose of vancomycin.  These will be in addition to the normal standard of care draw of a trough concentration used for assessment of efficacy and toxicity.  These two additional draws will allow us to adequately assess an actual volume of distribution and elimination rate without regards to steady state.  Each additional vancomycin level cost per the Director of Lab Services is $1.33.   Study participants will only be charged for one drug level per standard of care.  The two additional charges will be paid for by the Department of Pharmacy.  Every attempt will be made to coordinate the additional blood draws with other standard-of-care draws for cultures and labs.  Venous blood draws are minimally invasive and they are routine for hospitalized patients.  
6. Does this research involve  FORMCHECKBOX 
 minimal risk   FORMCHECKBOX 
 greater than minimal risk 

(A risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. For example, the risk of drawing a small amount of blood from a healthy individual for research purposes is no greater than the risk of doing so as part of routine physical examination.)
Summarize the risks of the study, noting any unusual risks associated with either the treatment regimen or the study procedures:    
The risks of the study include two additional blood draws of ≤5 milliliters of blood, meaning that the patient’s serum will possibly be exposed to a needle an additional two times beyond standard of care protocols.  If patients have central lines, the draws will be obtained through the access port to minimize any potential invasive adverse event.  Every attempt will be made to coordinate other chemistry and cultures around these draws although there is no guarantee that the timing of the levels will correspond with other scheduled labwork.  There are no unusual risks associated with drawing blood outside of normal skin irritations, venous puncture, rare blood loss anemia, and infection risks that come with any other standard draw.  
7. Describe how you will monitor patient safety, specifically the procedures for identifying and reporting study-related unanticipated serious adverse events and unanticipated problems that may involve risk: 
Patient safety will be monitored by daily review of serum creatinine, blood pressure, signs of administration reactions and the standard of care trough that indicates a patient’s risk of toxicity when levels exceed 15-20 mg/dl per IDSA/American Society of Health-System Pharmacists (ASHP) consensus statement.  The dose will also be infused over intervals of ≥1 hour to reduce the incidence of hypotension and “red man syndrome”.  This is our standard of care at Exempla Good Samaritan.  In the unlikely case that a patient displays any signs of exposure-related infection directly related to the draws taken for the study, the study will be discontinued in that patient and the attending physician will address any further antimicrobial requirements.  Also, any adverse events will be reported by the primary investigator to the IRB as soon as knowledge is gained of such occurrences.  
8. Has the sponsor established a Data Monitoring Board or other central data monitoring entity? No  FORMCHECKBOX 
 

Yes  FORMCHECKBOX 
 Describe the type of data or events to be reviewed and who will review and evaluate data, the time frames required for reporting AEs/SAEs to this entity, the frequency with which the entity will assess data, and the plan for communicating assessments to the sponsor, investigators, and IRBs. Include whether stopping rules are specified in the protocol: N/A
PART C: STUDY SUBJECTS

1. Number of subjects to be enrolled in the study:    Data will be collected on all patients that fit inclusion/exclusion criteria who are appropriately consented to the protocol.  The goal is ≥ 50 patients.
2. How long will the study last? 
From date of approval to April 10, 2012
3. What is the age range of eligible subjects? 
Adults ≥ 18 years old
If subjects under the age of 18 years old are eligible, an assent form must be attached.

4. Which of the following groups are eligible to be subjects (A “no” response indicates that all persons in that category are excluded):

· Women of reproductive potential:   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No (explain):      
· Pregnant women:   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No (explain):Weight and volume variability, with IV formulation risk 






   category C to fetus
· Minorities:   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No (explain):     
· Prisoners:     FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
· Children/minors:    FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

· Cognitively impaired persons (excluding minors):   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

(Cognitively impaired persons include those who have a legal guardian or those whose mental

status prevents them from giving truly informed consent and making decisions [such

as those with advanced Alzheimer’s disease]).

Explanation of Exclusion

Federal IRB regulations require equitable selection of subjects. In addition, NIH policy requires that minorities and women be adequately represented as research subjects. If you checked “no” to the categories of women or minorities, you must provide a scientific reason for such exclusion. N/A
5. Will any of the groups that are eligible be specifically targeted for inclusion?  FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes

If yes, describe the special protections planned to protect these vulnerable individuals: 

6. Recruitment

a) Describe how subjects will be identified and recruited. (e.g. physician referral, newspaper ad, bulletin board notice, radio, or TV spot, etc.)  

Subjects will be identified based on daily reports of vancomycin use hospital-wide.  Pharmacists utilize this report daily to identify patients on vancomycin as the pharmacy department is responsible for dosing of vancomycin.  Investigators will assess these reports daily and attempt to consent those that meet inclusion/exclusion criteria.  Subjects with a BMI of ≥ 35kg/m² will be included in the morbidly obese population and compared to a control population with a BMI ≤ 29 kg/m².

b) Will any recruitment be done outside physician referral or regular care channels?


 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes (explain):

           If yes, please attach the recruitment materials for IRB review and approval.

d) Will subjects be paid or receive any other inducements (e.g., free medication, free medical care) for participating? 


 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes (explain):     
7. Will the subjects or their insurers bear any costs that are not a part of routine clinical care?
 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes (If yes, these should be reflected in the list of study procedures and cost analysis. Describe how you will ensure that Medicare will not be mistakenly billed for these expenses, as this constitutes fraud.)

PART D: DRUGS/BIOLOGICS/DEVICES
1. List all the drugs/biologics/devices to be used in this study (include the study drugs as well as any other medications specified in the protocol that the subject will receive while on this study):
· Vancomycin IV formulation
2. Is this study being conducted under an IND or IDE? 

 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes: IND/IDE #       name of the organization that holds the IND/IDE     
3. Does this study include an off-label use of an FDA-licensed drug? 

 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes (Specify):     
4. For all study drugs, include the following information:

(Study drugs are all drugs that are investigational or are being studied or compared, alone or as part of a regimen.)


a) The name of the study drug: 
Vancomycin
b) Common/bothersome effects that are study drug or drug class specific:
· >10% :  Hypotension accompanied by flushing, “red man syndrome” which is an infusion-related erythematous rash on face and upper body resulting from histamine release. 
· 1-10%:  Chills, drug fever, rash, eosinophilia, reversible neutropenia

c) Serious or life-threatening effects that are study drug or drug class specific:
· <1% (post-marketing and/or case reports):  DRESS (drug rash with eosinophilia and systemic symptoms), ototoxicity (risk increases with use of other ototoxic agents), renal failure (limited data with newer formulations suggesting direct relationship), Stevens-Johnson syndrome, thrombocytopenia, neutropenia, and vasculitis

5. If the study involves the use of an investigational device, does the sponsor specify it is: 

Significant Risk  FORMCHECKBOX 

Non-significant Risk  FORMCHECKBOX 

N/A
(Please attach the sponsor’s Investigational Device documentation)
PART E: RADIATION

1. Does the study treatment include radiation therapy?

 FORMCHECKBOX 
 No (Go to PART F)       FORMCHECKBOX 
 Yes (Continue explanation):

2. Will the subject receive a radiation dose greater than that received in the course of standard therapy?

 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes. Specify if the type of radiation that the patient will be receiving is:


      FORMCHECKBOX 
 Diagnostic    FORMCHECKBOX 
 Therapeutic    FORMCHECKBOX 
 Both (specify):     
3. Is any radiation modality experimental?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes. Describe the risks associated with the experimental modality:      
PART F: RISKS, BENEFITS AND ALTERNATIVES

1. How would you treat this patient in a non-investigational setting? Please describe the treatment that is considered standard of care, as well as any alternative procedures or drugs or other courses of therapy that might be used, if such alternatives exist (include supportive care). Describe any reasonably foreseeable significant risks or discomforts to the patient from standard, non-investigational care: 
In a non-investigational setting, patients with suspected gram positive infections would be treated with Vancomycin 15-20 mg/kg doses at intervals of every 8-24 hours based on their renal function.  The dosing regimen would not differ from the normal dosing protocol.  Patients would also have serum trough levels drawn prior to the fourth dose to assess efficacy and toxicity of their current regimen.  The only difference is the additional two lab draws.
The risks involved are the side effects that vancomycin is capable of causing though these will likely outweigh the risks of untreated or inappropriately treated infections.  The discomforts to the patient are the infusion related reactions that the patient might experience along with the blood draw drug level used to assess efficacy and toxicity.  
2. Describe any reasonably foreseeable significant physical risks or discomforts to the patient from procedures or treatment associated with the study intervention(s). Describe the frequency, severity, and complications associated with each: 
Aside from the discomfort of having additional blood drawn (possibly twice), there are no different risks from standard of care
3. Describe any reasonably foreseeable significant psychological risks to the patient from participation in the study: 
There is no significant psychological risk with this study
4. Describe any reasonably foreseeable significant social risks to the patient from participation in the study (these may include stigmatization or loss of employment due to  the diagnosis): 

 FORMCHECKBOX 
 NA   FORMCHECKBOX 
 Yes:  
5. How will you protect the privacy and confidentiality of study patients and data:
The patient data (including results of the assessment and any treatment received) will be stored as part of the electronic medical record (eMAR) in eSummit and is protected through secured entry into the computer software.  Access is limited in accordance with Exempla Healthcare policy.  Any paper reports generated for any type of chart review, any paper report produced by eSummit from data obtained through the eMAR or other work-product generated for data collection or analysis will be stored in a locked file drawer in the PI’s desk with keyed access limited to the PI.  The PI’s desk is located in a locked office that may only be entered via key.  Computer files holding patient data will be stored on the EGSMC file server in the PI’s home drive that is password protected and may only be accessed by the PI.   Once data collection is complete and there is no need for further access to the patients’ medical record, all protected patient identifying information will be removed from the PI’s data files to prepare the data for subsequent reporting.  Because this is a pharmacy residency project, it is possible that the results will be published.  In this event, all patient-specific information will remain confidential and be completely de-identified.  
If the study poses a risk of disclosure of reportable events (child abuse and HIV positive testing) is a Certificate of Confidentiality required?  FORMCHECKBOX 
 NA     FORMCHECKBOX 
Yes:        

6. Discuss how the study design minimizes the study risks? 
Patients will receive standard of care vancomycin treatment and serum trough levels.  The additional lab serum draws will utilize the same procedure and protocol that is used to draw standard of care levels.

Discuss other measures to minimize risks: 
Every attempt will be made to coordinate the additional levels with other standard of care lab draws.  Even if this is unrealistic in some patients, they will be monitored for adverse reactions associated with needle-intravenous contact.  If a central line is in place, lab draws can be taken directly from the line negating the risks associated with needle contact to skin.  
7. Describe the anticipated benefits to subjects themselves associated with participating in the study: 
The anticipated benefit of drawing the additional levels is that dosing will be modified to improve outcomes especially in the morbidly obese population who more commonly exhibit unanticipated trough levels and potential nephrotoxic effects than non-obese patients.  The calculations performed based on these levels will provide the pharmacist with a more accurate picture of how vancomycin behaves in morbidly obese patients and will guide the pharmacist towards doses that will reduce toxicity and assure adequate peak and AUC/MIC ratios are achieved.  This will also assure that the patient, regardless of cohort, is clearing the drug as anticipated and will assure that the standard of care trough level is drawn and acted upon to reduce toxicity and optimize dosing.  
Discuss potential benefits to society as a whole: 
By understanding the pharmacokinetics and pharmacodynamics of vancomycin in morbidly obese patients as compared to non-obese patients, healthcare providers can more efficaciously treat resistant gram positive infections with the potential of preventing re-hospitalization, morbidity and mortality, resistance of microorganisms to vancomycin, and reduced toxicity which all may lead to decreased cost and virulence to society as a whole.  
8. How do you justify the risks inherent in participating in the study versus the anticipated benefits?
By taking the additional serum concentrations of vancomycin in these patients, we will be able to more accurately understand the pharmacokinetic parameters in the morbidly obese population compared to non-obese patients.  This will allow the optimization of dosing and monitoring in this population while minimizing toxicity.
9. Do you believe that the anticipated benefits of the research outweigh the potential risks?   FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes 

10. Will subjects be required to discontinue or modify any current medication or treatment for any condition in order to be eligible for participation?

 FORMCHECKBOX 
No       FORMCHECKBOX 
Yes (specify):     
PART G: GENETIC RESEARCH

Does this study include genetic research on samples or tissues? 
Note: Human genetic research involves the study of inherited human traits. Much of this research is aimed at identifying DNA mutations that can help cause specific health problems, developing methods of identifying those mutations in patients, and improving the interventions available to help patients address those problems. Such research includes a) the analysis of human chromosomes or DNA from an individual and/or family members for the purpose of deriving information concerning the individual or family about the presence, absence, or mutation of genes, DNA markers, gene products or inherited characteristics or b) biochemical measurements of proteins and metabolites with the INTENT of collecting and evaluating information about heritable diseases and/or characteristics within a family.

 FORMCHECKBOX 
 No  (go to Part H)     FORMCHECKBOX 
 Yes (continue explanation):

a) Why is this patient population appropriate for genetic research?     

b) Will results be disclosed to the subjects?   FORMCHECKBOX 
 No       FORMCHECKBOX 
Yes (specify):     

c) Will subjects be given the option of not receiving information about themselves?  FORMCHECKBOX 
 No      FORMCHECKBOX 
Yes


d) Will the possible psychological and social risks of genetic research be adequately considered in 
the consent process? Will appropriate counseling be provided, both as part of the consent process 
and also when communicating test or other research results to subjects? 



 FORMCHECKBOX 
 No       FORMCHECKBOX 
Yes. Please explain:     

e) Will subjects be informed about the possibility that incidental findings may be made? 



 FORMCHECKBOX 
 No       FORMCHECKBOX 
Yes


f) Will the data be protected from disclosure to third parties, such as employers


and insurance companies?  FORMCHECKBOX 
 No       FORMCHECKBOX 
Yes, Describe confidentiality measures:     

g) Will research findings be disclosed to subjects’ physicians for clinical use? 
 FORMCHECKBOX 
 No       FORMCHECKBOX 
Yes
   
     Will this plan be discussed with the subjects and their consent obtained? 
 FORMCHECKBOX 
 No       FORMCHECKBOX 
Yes


h) Will vulnerable populations be adequately protected?  FORMCHECKBOX 
No    FORMCHECKBOX 
NA   FORMCHECKBOX 
Yes (specify):     

i) What provisions have been made for protecting against misuse of tissue samples?     

j) What provisions have been made for the management of data and tissue samples in the event of 
subject withdrawal from study?     
PART H: STORAGE OF SPECIMENS FOR

UNSPECIFIED FUTURE RESEARCH STUDIES

Does this study involve collection of specimens for unspecified future research studies?

 FORMCHECKBOX 
No  (Go to PART I)       FORMCHECKBOX 
Yes (specify):     

a) What are the types and amounts of specimens to be collected?      

b) How will the specimens be linked to the subjects?      

c) For what types of research might the samples be used in the future?      

d) How will access to the specimens be governed?     

e) What procedure will be used if the patient withdraws consent after the specimen has been 
collected and stored?      
PART I: ANCILLARY STUDIES

Will patients enrolled in this protocol be asked to register in any ancillary/companion

protocols?

 FORMCHECKBOX 
 No  (Go to PART J)       FORMCHECKBOX 
Yes (specify if these studies are mandatory or optional):     
NOTE: All ancillary/companion protocols associated with a study under IRB review must receive separate IRB approval, regardless of when these ancillary/companion protocols were activated. A separate, shorter Ancillary Protocol Application, the protocol, and associated consent forms must be submitted for review and receive IRB approval in order for the main protocol to receive approval. Once an ancillary/companion protocol has been approved, it will not need to be resubmitted with each treatment protocol that it accompanies.

PART J: FINANCIAL CONFLICT OF INTEREST

1. To the best of your knowledge do you, your co-investigators, study staff or any person who has a substantial role in: a) the decision about whether or not the study should be done; b) the design of the study; or c) the analysis or the management of the data from the study, have a financial conflict of interest or the appearance of a financial conflict of interest? Note: A financial conflict of interest exists or may appear to exist when a person has an economic interest in, receives funding or compensation from (for speaker’s bureaus, advisory boards, research support, etc.), or acts as an officer of or a consultant to any organization or company whose financial interests would reasonably appear to be affected by this research. The CCOP grant award does not pose a conflict of interest.
 FORMCHECKBOX 
No         FORMCHECKBOX 
Yes (specify):     
2. Does any person as described in question #1 have a family member (spouse or dependent child) who has a financial interest in the study?

 FORMCHECKBOX 
 No         FORMCHECKBOX 
 Yes (specify):     
3. Do individual investigators or sites receive financial incentives for patient accrual to this study? (Note that the IRB prohibits receipt of enrollment incentives.)
 FORMCHECKBOX 
 No        
PART K: INFORMED CONSENT
1. Who will conduct the informed consent process? 
Kristin Lambert, MS, PharmD;  Catherine Davis, PharmD, BCPS;  John Flanigan, PharmD, BCNSP;  James Adams, PharmD, BCPS;  Shawn Whitehead, PharmD 
2. How have the individuals conducting the informed consent process been trained? 
Those performing informed consent have obtained a certificate of completion for the NIH web-based training course “Protecting Human Research Participants”.  They will also be familiar with the inclusion and exclusion criteria via a handout that will be readily available to them along with the protocol and informed consent forms on the shared hard drive in a specific folder entitled “Vancomycin Project”.  The protocol and handout will also be discussed with all co-investigators so that the procedures and goals are understood.  
3. Describe how the study participant’s autonomy and comprehension will be assessed?  
The informed consent will be reviewed with the patient and the patient will sign a statement that they understand the risks involved, that there is no cost associated with the extra lab draw, that all patient-specific information will be protected in locked or secured locations, that the form in its entirety has been explained and that all questions were answered.
How will the participant’s questions about the research be answered?    

Depending on the question, the pharmacist attempting to consent the patient will provide answers based on the protocol.  Any questions regarding vancomycin will be answered in an evidence-based manner and any additional protocol or drug information, including package insert, will be made available to the patient at their request.  

Will the participant receive a copy of the signed informed consent document and will consent be noted in the patient’s record?   FORMCHECKBOX 
 Yes        FORMCHECKBOX 
No: Please explain:     
4. Will non-English speakers be especially targeted for inclusion in this research?

  FORMCHECKBOX 
 No       FORMCHECKBOX 
Yes: Specify, and submit a translated informed consent document     
5.  How will occasional non-English speakers be consented?   
Non-English speaking patients will be excluded from the study unless the legal representative is able to translate.
    Please attach a copy of both the sponsor’s sample and the local version of the informed consent form(s) for this protocol to this application form.

Investigator’s Acknowledgement 

As Principal Investigator of this study, I certify that:

· I accept responsibility for the rights and welfare of the research participants involved with this study; 
· I agree that the benefits outweigh the risks to the participants in this study;

· Enrollment of subjects will be equitable, and I agree to the appropriate safeguards for vulnerable populations;

· I agree to comply with the Exempla Healthcare Institutional Review Board’s Policies and Standard Operating Procedures*;

· I will seek and obtain prior written approval from the IRB for any modifications in the proposal, including but is not limited to changes in procedures, co-investigators, funding agencies, consent forms, protocols, participant and advertising materials, and investigator brochures unless a change is necessary to eliminate an apparent hazard to the participants in the study (See IRB Policies and Standard Operating Procedures*);

· I will promptly report any unanticipated problems, serious adverse events, or serious protocol deviations that may occur in the course of this study – promptly for internal events means a phone or email notification within 2 business days and a written report within 5 business days and for external events promptly mean within 5 business days (See IRB Policies and Standard Operating Procedures*); 

· All research personnel have been, or will be, sufficiently trained in their duties for this study;
· I will not begin my research until I have received written notification of final IRB approval;  

· All hospital departments required for this research have been consulted; 
· A completed Submission Form for Continuing Review of this study will be submitted as requested by the IRB; and 
· I will notify the IRB when this study is complete. .
 
I verify that I have reviewed all responses provided in this submission form and that all responses are true and accurate.  If these conditions are not met, I understand that approval of this research could be suspended or terminated.  
________________________________________

_______________

Signature, Principal Investigator



Date
*  The Exempla Healthcare IRB Policies and Standard Operating Procedures and all submission forms are located on the Exempla Portal (Physician Home Page, under the heading IRB Info).  A paper copy will be mailed or an electronic version will be emailed upon request.  Please call 303-837-6529 or email Cami Lind, IRB Coordinator, at lindc@exempla.org.  

IRB SUBMISSION CHECKLIST

Please complete this checklist when collecting IRB submission materials. The IRB will use the checklist to verify that all requestd materials have been received. Submission of a complete set of required documents will help to avoid delays in review.
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     In file

 FORMCHECKBOX 

Submission Form for Treatment Protocols, completed, signed 

      and dated 







        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Protocol, including Amendments/Revisions to date    
    
        3 copies

 FORMCHECKBOX 



 FORMCHECKBOX 

Sponsor’s sample Consent Form



 
        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Investigator’s draft Consent Form 




        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Diaries, questionnaires, etc. (all documents the patient will see)  
        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Recruitment materials, such as fliers, scripts


  
        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Investigator Brochure or Package Insert for all study drugs     
        2 copies

 FORMCHECKBOX 

 FORMCHECKBOX 

Completed and signed FDA Form 1572, if applicable

        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Sponsor’s Device Exemption documentation, if applicable

        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

A list of all co-investigators





        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Certificate of Human Subjects Protection Training-all investigators        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Conflict of Interest for all investigators



        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

CV for all investigators (must be current)



        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Department Agreement (for hospital department)


        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Initial Application Fee or Waiver Form



        1 copy

 FORMCHECKBOX 

 FORMCHECKBOX 

Authorization to Use and/or Disclose Protected Health Information for Research or 

Waiver of or Alteration to Required authorization for Access to Protected Health Information (Must complete one of these.)








        1 copy

 FORMCHECKBOX 

   IRB USE ONLY


    Date Received





   ___/___/___
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