Institutional Review Board Application

Instructions for Section II

In order to review your proposal, the IRB must have the following information pursuant to its charge by HHS Regulation 45CFR46, FDA Regulations 21CFR50 & 56 and ICH Good Clinical Practice.  Please comply with the following:

1. Answer all of the following questions or sections sequentially.

2. Each subpart must be titled using boldface subheadings as described below, and addressed  in the listed sequence.

3. Responses should be concise but complete.  If the requested information is described in your clinical protocol/grant application, you must refer to the relevant section(s).  Please include sufficient information to facilitate an effective review by all members of the IRB, including non-specialists.

4. All abbreviations and terms not part of common medical usage should be defined, and simplified language should be used as much as possible.

5. Unless justification is provided, Section II of the IRB application has an absolute limit of ten (10) pages excluding references.  These pages should be numbered.  Submissions which fail to address all of the questions or sections will be administratively rejected by the IRB office.

6. Section II must be typed, single-spaced.

7. The application should be ordered as follows:  Section I (page 1 and 2); Section II; Lab Utilization; budget; informed consent document(s) or scripts; clinical protocol and investigators brochure; and grant application.  Complete the IRB New Proposal Checklist before submission.

8. Proposals requesting expedited and exempt review need only include the original and 1 copy.

TITLE OF PROJECT:
Purpose of the study and background

1. Specific Aims and Purpose of The Study:  


If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application. 
Please provide a precise statement of the hypotheses that serves as the basis for this protocol. Emphasize those aspects that justify the use of human subjects.

2.
Background and Significance: 


 If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application.
Please provide a succinct discussion of relevant background information and the rationale for the current study. Appropriate references should be included if the submission does not include a detailed protocol for clinical trials. If no Investigator's Brochure is available for this study, please include a summary of the pre-clinical/animal data and any relevant clinical data.

3.
Progress Report/Preliminary Studies: 

If this is a renewal application, please provide a brief summary of past experience with this protocol including any untoward effects. List any publications that have emanated from this protocol. Renewal applications must be revised from the original application to reflect any changes in the research design and must describe progress made since the original application.

characteristics of the study suject population

4.
Target Accrual:

What is the number of subjects to be enrolled at this study site and the number at other study sites? What is the total number of subjects in the case of multi-center protocols?  

Note: The number of subjects to be enrolled in the study should be justified on the basis if  upon medical, scientific and statistical considerations in answer to question 12.

5.
Age Range of Adult Subjects:

What is the age range of the adult subjects? What is the rationale for selecting this age range? 

Note: Participation of adult subjects in research should not be age restricted unless there is scientific and/or medical justification.  The age of majority in California is 18 years of age.

6.
Age Range of Pediatric Subjects: 
What is the age range of subjects who are children? What is the rationale for selecting this age range? If children are excluded, justification must be provided. 

Note. Children should not be excluded from participating in clinical research unless there are justifiable scientific, ethical or other reasons not to include them.

7.
Gender of the Subjects:

What is the gender of the subjects? Are there any gender based enrollment restrictions, including restrictions based upon pregnancy or childbearing potential? If so, explain the nature of the restriction(s) and provide justification. When a disease similarly affects men and women, then each gender must form an appropriate proportion of the study population unless it can be demonstrated that there are strong scientific reasons for studying a single gender. 

Note: Equitable inclusion of both men and women in research is important to ensure that they receive an equal share of the benefits of research and that they do not bear a disproportionate burden. Therefore, subjects of both genders should be included in the same study unless there is compelling medical and/or scientific justification. Women of childbearing potential and pregnant women should not be routinely excluded from participating in clinical research without justification. 

8.
Racial And Ethnic Origin: 

Are there any subject enrollment restrictions based upon race or ethnic origin? If there are any restrictions explain the nature of the restrictions and provide justification. If there are no restrictions this should be stated. When a disease affects persons of all ethnic groups, then each must form an appropriate proportion of the study population unless it can be demonstrated that there are strong scientific reasons for constituting the study population otherwise.

Note: Within the limitations imposed by the eligible study population, research should include sufficient enrollment of persons of diverse racial/ethnic backgrounds in order to ensure that the benefits and burdens of research participation are distributed in an equitable manner.  

9.
Inclusion Of Special Classes Or Vulnerable Subjects: 

If the study participants are to include mentally disabled or retarded persons; prisoners; or other economically/socially disadvantaged or institutionalized individuals likely to be vulnerable, the justification for including these vulnerable subjects must be provided.  If the study is to be based upon fetuses/abortuses; normal volunteers; or the products of human in vitro fertilization, the reason for including these special classes should be indicated.  The means of obtaining informed consent should be described, as should any additional precautions to be taken to protect the rights of such vulnerable or special populations.

10.
Inclusion Criteria:  

If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application. 

11.
Exclusion Criteria:  

If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application. 

Methods and Procedures

12.
Research Design And Methods Applied To Human Subjects:  

If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application. 

Describe the research design and the procedures to be used to accomplish the specific aims of the project. Define in clear terms exactly what will be done to the human subjects. Be sure to indicate what procedures are part of routine care and which are solely for purposes of the proposed study. Procedures which are considered experimental as well as procedures performed exclusively for research purposes must be identified.  In vitro tests should be identified/described briefly as necessary.  When appropriate, identify the sources of research material obtained from individually identifiable living human subjects in the form of specimens, records or data. Indicate whether the material or data will be obtained specifically for research purposes or whether use will be made of existing specimens, records or data.  Provide a precise description of the planned data collection, analysis and  interpretation.  This should include criteria for determining statistical significance and sample size. 

13.  Drugs and Devices:  

If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application. 

Itemize any investigational drugs or devices (test articles) and/or FDA approved drugs/devices used for off-label purposes.  If the study involves a test article, identify the drug/device, provide the IND or IDE number and identify the holder of the number. If the study involves drugs/devices used for off-label purposes, this should be stated. If the study does not involve any test articles or drugs/devices used for off-label purposes, this should be stated.  Identify the source(s) of the test article (drug or device) and location of storage.  Will the Investigational Drug Service be utilized?

Research with human subjects involving medical devices must comply with FDA regulations for Informed Consent (21CFR50) and Institutional Review Board (21CFR56) regulations.  Investigational devices are medical devices undergoing clinical study to test the effectiveness and/or safety of the device which must be conducted according to the requirements of the Investigational Device Exemption (IDE) regulations (21CFR812).  Investigational devices are classified as either nonsignificant risk devices or significant risk devices.

The initial determination that a device is a significant or nonsignificant risk device is made by the sponsor.  If there is no external sponsor then the principal investigator is considered to be the sponsor. If the sponsor determines it to be a significant risk device, the proposed study must be submitted to the FDA.  If the sponsor determines it to be a nonsignificant risk device, the proposed study is submitted to the IRB.  The IRB must make an independent determination that a device presents a nonsignificant or significant risk.  A) If the study involves a non-significant risk device, include the following information: the sponsor’s risk assessment determination; the rationale for the non-significant risk determination (why the sponsor believes the device presents no significant risk to study participants, with supporting information including reports of prior investigations); whether other IRBs have reviewed the proposed study; and if so, what determination was made; and, if the device has been reviewed by the FDA, the FDA’s assessment of the device’s risk.   The IRB will make an independent determination of device risk.  If the IRB determines the device to be a significant risk, then an IDE application to the FDA, and FDA approval of the investigation, must be obtained before the IRB reviews the study.  B) If the study involves a significant risk device, include (in addition to the above) an approved IDE. 

14.
Data Storage and Confidentiality:  


If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application.
Describe the location in which research data will be stored during the study and how it will be secured.  Identify those who will have access to the data and describe the precautions taken to ensure there is respect for confidentially. If data with subject identifiers will be released, specify the person(s) or agency to whom this information will be released. 

Note: The investigator must take all necessary steps to maintain confidentiality of data.  This includes coding data and choosing an appropriate and secure data storage mechanism that will prevent unauthorized access to the data.  Describe what will happen to the data when the study is terminated or completed.
RISK/BENEFIT ASSESSMENT

15.
Potential Risks:  


If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application.

Describe the potential risks associated with each intervention? If data are available, estimate the probability that a given harm may occur and its potential reversibility. 

16.
Risk Classification: 


If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application.
What is the overall risk classification of the research: minimal risk or greater than minimal risk? 

Note:  According to HHS/FDA Regulations minimal risk means “The probability and magnitude of harm or discomfort anticipated in the 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.”  Examples of interventions classified according to risk category can be found in the IRB Guidelines.

17.
Protection Against Risks:  


If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application.
Describe procedure(s) that will be utilized to prevent/minimize any potential risks or discomfort? Note: All potential risks and discomfort must be minimized to the greatest extent possible by using procedures such as appropriate monitoring and withdrawal of the subject upon evidence of a specific adverse event or clinical sign(s). This section should reflect that all appropriate steps will be taken to protect subjects from harm other than the means to protect confidentially described above.

18.
Data Safety Monitoring Plan:  


If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application.

Describe how the studies are monitored for the safety of participants and for the validity and integrity of the data.  For example, Data and Safety Monitoring Committee (DSMC) is required for Phase III studies.  For Phase I and II trials, the establishment of a DSMC may be required if the studies have multiple clinical sites, are blinded, or employ high-risk interventions or vulnerable populations.  

19.
Potential Benefits to the Subject and/or Society:  


If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application.

Describe the potential therapeutic benefit(s) associated with the research.  If data are available, estimate the probability that a given benefit may occur. Note: Therapeutic benefit(s) refers to health benefits the subject may obtain by participating in the research.
Describe the potential benefit(s) to society that may result from this research? Note: Societal benefits generally refer to the advancement of knowledge and/or ultimate possible therapeutic benefit to future patients.
20.
Therapeutic Alternatives:

Describe the therapeutic alternatives available to the subject in the non-research context which may be of reasonable benefit to the subject?   If therapeutic alternatives do not exist, this should be stated and explained. For studies not introducing a therapy or other intervention, is non-participation the only alternative?

Note: This section should include a reasonably detailed description of the therapeutic alternatives which could be used to treat the patient should they elect not to participate in the protocol.

21.
Risk/Benefit Relationship: 

Describe the relative risk to benefit relationship of participation in the research relative to non-participation.

Note:  The IRB relies upon a reasonably detailed analysis of the relative benefit to risk relationship incurred by participation as a study subject.  The projected outcomes following participation should be explicitly compared with those to be expected in the absence of participation.  In the case of clinical studies, the probable results of the therapy is to be compared with those from standard therapy.  Sometimes this comparison requires more subtle considerations, such as when the benefits of a preventive intervention must be weighed against the risks engendered by revealing confidential information to a family member, or when the benefits of early disease detection must be weighed against the risks of harm done by procedures done to persons falsely classified as at high risk.  The anticipated net benefits from research participation must be at least as great as those to be expected in the absence of participation, and such considerations should be described in detail.

FINANCIAL OBLIGATIONS AND COMPENSATION

22.
Financial Obligations of the Subject: 

Describe any financial obligations that the subject might incur as a result of participating in the study.  

Note: If a clinical study, this section should indicate who (e.g. subject, grant, department, etc.) will provide financial responsibility for routine clinical care (e.g. diagnostic tests, hospitalization, follow-up), including those procedures ordinarily indicated in the circumstance but explicitly required by the study protocol.  Further, those financial obligations incurred strictly as a result of participation in the study (additional tests, longer hospitalization, additional follow-up, drugs/agents more expensive than those ordinarily employed, etc.) should be described in detail, and responsibility for payment similarly allocated.  Even in the case of observational field studies, participation might result in expenditures for a subject (counseling, confirmatory testing, etc.)  This section should completely clarify any financial obligations that might be incurred by the subject as a result of participation.

23.
Financial Compensation for Participation: 

How much, if any, will the subject receive as financial compensation for participation?  What are the prerequisite condition(s) that must be fulfilled by subjects in order to receive full or partial compensation?  

Note: The IRB, in conjunction with the FDA, encourages a prorated system of financial compensation. The amount of compensation must be justified and not constitute undue inducement of the subject to participate in the research. If a non-prorated system of compensation will be used, this should be justified in this section.

SUBJECT IDENTIFICATION, RECRUITMENT AND CONSENT/ASSENT 

24.
Method of Subject Identification and Recruitment: 

If the principal or secondary investigator does not have ethical/professional access to the names of potential subjects, describe the means by which these names can be obtained.  How will prospective subjects be contacted for recruitment into the study?  Attach a copy of any planned advertisements/notices or letters to the potential subjects.

Note: The identification and recruitment of subjects must be ethically and legally acceptable and free of coercion. In addition, the recruitment procedure should be designed to facilitate equitable selection of subjects with particular attention paid to the recruitment of study participants of both genders and from different racial/ethnic groups.
25.
Competing Protocols:

Describe any competing protocols, of which you are aware, that contain the same or substantially similar eligibility criteria. If a competing protocol(s) exists, the issue of subject selection and recruitment should be addressed.

Note: This section must reflect that the investigator has taken all necessary steps to prioritize subject entry into this protocol in a manner which is in the best interests of the patient. When an investigator does not inform patients about clinical trials for which the patient meets eligibility criteria, the investigator is essentially usurping the patient’s moral authority and legal right to decide for herself/himself what kinds of risks she/he should consider accepting.

26.
Subject Competency:

Indicate if any adult subjects will not be competent to give informed consent. If so, describe the likely degree of impairment relative to their ability to consent to participate in research. For those subjects who display questionable impairment, describe how and by whom competency will be assessed. 

Note: Subjects who are incompetent are considered to be vulnerable and can participate in research only if proxy consent is obtained from their legal representative under state law and HHS/FDA Regulations.

27.
Process of Informed Consent: 

Describe the process of obtaining informed consent. 

Note: This process should be structured in order to be conducive to rational and thoughtful decision making by the subject/subject’s legally authorized representative without any element of coercion or undue influence.  Depending upon the nature of the study, the degree of risk, and the subject population, factors that should be considered in structuring the process of Consent include: a) the environment and location where informed consent will be negotiated; b) the amount of time allotted to the process of informed consent; c) the involvement of non-investigators (e.g., nurses) who can help explain the research to the subject/representative; d) utilization of a delayed consent procedure where the subject/representative is encouraged to discuss participation in the study with family, friends, counselors or other confidants before they sign the consent form.  If this is applicable to your study, state in this section that “Subjects may take the Informed Consent home to review and discuss the study.”; and e) utilization of a re-consent procedure at periodic intervals. This section should clearly document that appropriate attention will be given to the means of obtaining informed consent

If children/youth will be subjects, this section should separately address the process of informed assent which should be specifically designed for the age range of the subjects.

28.
Subject or Representative Comprehension:  

Describe any efforts made to ensure that the subject/subject's authorized representative understands the information presented in the informed consent.

Note:  All investigators have a legal and an ethical obligation to ensure that the prospective subject/representative has sufficient knowledge and comprehension of all of the elements of informed consent to enable them to make an informed and enlightened decision whether or not to participate or allow participation in research.  The elements of informed consent include the purpose of the study, procedures, potential risks, potential benefits, alternatives and any other information pertinent to informed consent. The fact that an individual is prepared to sign the informed consent form and has no unanswered questions does not necessarily represent sufficient evidence of an adequate level of comprehension.  Some investigators, therefore, choose to determine the level of a person's comprehension by questioning the individual concerning their understanding of all the elements of informed consent.  This section should clearly document that the investigator has an adequate plan to maximize an acceptable level of comprehension of each elements of consent.

If children/youth and/or incompetent adults will be subjects, this section should also include a specific plan to assess comprehension during assent

29.
Information Purposely Withheld:

Describe any information likely to influence participation that will be purposely withheld from the subject.  Indicate if the name of the study as presented to the subject is an honest description of the purpose of the study.  If so, state the information to be withheld, justify this non-disclosure and describe the post-study debriefing of the subject.

Note: Any non-disclosure of the required elements of informed consent must be scientifically justified and minimized to the greatest extent possible.  In addition, the alteration in the consent procedure must be approvable under 45CFR46.116(d). Non-disclosure is not permitted in FDA regulated studies except under emergency conditions. 

30.
Consent/Assent Forms:

Specify, for the record, which consent/assent forms will be used in the protocol according to the following categories: adult consent form, parental consent form, proxy consent form, youth assent form (age 13-18), and/or child assent form (age 7-12). 

Note: During development of these forms, refer to the IRB Guidelines for writing an informed consent.

CONSENTS MUST BE WRITTEN IN THE SECOND PERSON, SINGLE SPACED, AND SINGLE-SIDED.
31.
Documentation of Consent/Assent:

Identify, by name, the investigator(s) and participating physicians/health care personnel (list the names and positions) who will document the acquisition of the signed informed consent/assent from the subject or the subject's legally authorized representative. 

Note: Any individual who is authorized by the P1 and the IRB to document the obtainment of informed consent/assent from the subject/subject's legally authorized representative must have the necessary clinical expertise as well as sufficient knowledge about the protocol and IRB consent requirements. The P1 is responsible for ensuring the obtainment of valid consent/assent from all subjects. Only individuals who are listed in this section are authorized to document consent/assent.
32.
Waiver Of Informed Consent:

The IRB may approve a consent procedure that does not include, or which alter some or all of the elements of informed consent, or waive the requirements to obtain informed consent.  If you are requesting a modification of the informed consent involving a waiver of informed consent provide justification by specifically documenting the following:

(a) The research involves no more than minimal risk to the subjects;

(b) The waiver or alteration will not adversely affect the rights and welfare of the subjects;

(c) The research could not practicably be carried out without the waiver or alteration; and

(d) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

33.
Waiver of HIPAA Authorization:
a) Recruitment/Screening only:  Are you recruiting/screening subjects?  If you are going to recruit subjects at the LAC+USC Healthcare Network facilities, USC University Hospital, or USC Norris Hospital in order to review medical records information to learn whether a subject has the condition of interest, you must request a waiver of HIPAA authorization for this activity.  This is a request for a limited waiver to review medical records information to assess potential eligibility before approaching the subject to enter the study.  You must provide justification by specifically documenting the following:

(1) The use or disclosure of protected health information involves no more than minimal risk to the privacy of individuals, based on, at least, the presence of the following elements: (a) An adequate plan to protect the identifiers from improper use and disclosure; (b) An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and (c) Adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of protected health information would be permitted by this subpart.

(2)The research could not practicably be conducted without the waiver or alteration; and  

(3) The research could not practicably be conducted without access to and use of the protected health information.

b)  Research Subject:  If you are accessing, using or obtaining research subject/patient’s identifiable health information (e.g., medical records, mental health information, lab reports, x-rays, tissue samples) from a) health care provider (e.g., physician or other health care practitioner, hospital, clinic, nursing home); b) health plan (e.g., group health plan, insurance company, HMO); or c) health care clearinghouse (e.g., billing service) that is governed by the HIPAA privacy federal regulations, you will need either: (A) A HIPAA  authorization from the subject/patient in order for the health care provider, health plan or clearinghouse to release identifiable health information to you. Get the Addendum template(“HIPAA Authorization Addendum to Informed Consent”) from the Compliance Office website (www.usc.edu/compliance) or the IRB website (www.usc.edu/medicine/irb); or (B)  An IRB approved waiver of the HIPAA authorization.  In order for the IRB to approve the waiver of the HIPAA authorization, the investigator needs to provide justification by specifically documenting the following:

(1)The use or disclosure of protected health information involves no more than minimal risk to the privacy of individuals, based on, at least, the presence of the following elements: (a) An adequate plan to protect the identifiers from improper use and disclosure; (b) An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and (c) Adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of protected health information would be permitted by this subpart.

(2)The research could not practicably be conducted without the waiver or alteration; and  

(3) The research could not practicably be conducted without access to and use of the protected health information.

34.
Exception From Informed Consent Requirements for Emergency Research:

Investigators seeking to waive informed consent from a subset of patients meeting the entrance criteria for emergency research must in addition complete the checklist “Exception From Informed Consent Requirements for Emergency Research.”

35.
Waiver of Written Informed Consent:

Investigators may request the IRB waive the requirement for a signed written informed consent.  If you are requesting a waiver of signed informed consent, provide justification by specifically documenting one of the following:   

a)
The only record linking the subject and the research would be the consent document, and a principal risk would be the potential harm resulting from a breach of confidentiality (the subjects would be placed at risk by documents linking them with an illegal or stigmatizing characteristic or behavior).  In such a case each subject must be asked whether the subject will permit documentation linking the subject with the research, and the subject’s wishes will govern.

b)
The research present no more than minimal risk of harm to the subjects and involves no procedures for which written consent is normally required outside of the research context.

In cases where a waiver of signed informed consent is requested submit the written document or a script of the verbal informed consent.  

Note:  Even if the waiver of signed informed consent is granted, the IRB may require the investigator to provide subjects with a written statement regarding the research.

36.
Proprietary Interest Disclosure:

In disclosing your proprietary interest and research interest in the consent you may do so in general terms and make certain to include the nature of the interest.  A physician must disclose personal interest unrelated to the patient's health, whether research or economic, that may affect the physician's professional judgment; and a physician's failure to disclose such interests may give rise to a cause of action for performing medical procedures without informed consent or breach of confidentiality.

37.
Privileges/Certifications And Licenses:

Are you and/or members of your research team for this study privileged/certified or licensed to perform all the medical procedures discussed in this protocol? If not, please explain in detail how you plan to deal with this issue.

38.
Industry Studies:

Is this a drug or device company sponsored study? If so, please document your role in the initiation and design of the protocol and access to data. Documentation of the arrangement with industry must be provided. A copy of the investigator, consultation, or confidentiality agreement must be enclosed with this application. The question of patent ownership must be addressed. In whose name is the IND/IDE registered? If an IND/IDE has been issued, provide that number on the face sheet of this application. Who owns the patent? This must be disclosed.

39.
Bibliography:  


If a clinical protocol is included, refer to the section(s) of the protocol that provide this information.  If your grant application includes this information, refer to the appropriate section(s).  do not retype material that is in the protocol or grant application.
40.
Information Service To Improve Patient Accrual To Clinical Research Studies:

As a service to investigators, we are creating a database of clinical research, accessible via the Internet on USC’s network.  When this is available if you would like to have your study in this database you will fill out the USC DATABASE OF CURRENT CLINICAL RESEARCH.  Note:  This database will includes all types of clinical research including those done under granting agencies and those sponsored by industry.
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