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Research misconduct entered the public policy arena in 1981 when the Subcommittee on Investigations and Oversight of the House Committee on Science and Technology conducted hearings on fraud in biomedical research.  In 1985, Congress passed the Health Extension Act which required the Secretary of Health and Human Services to establish by regulation the responsibilities of PHS awardee and applicant institutions for dealing with and reporting possible misconduct in science.  In 1989, those responsibilities were codified in 42 C.F.R. 50, Subpart A that further states that “institutions shall foster a research environment that discourages misconduct in all research for which PHS funds have been provided or requested.”  In 1999, the Department of Health and Human Services (HHS) Review Group on Research Misconduct and Research Integrity recommended that “the role, mission and structure of ORI (Office of Research Integrity) be changed to emphasize preventing misconduct and promoting research integrity in addition to its oversight responsibilities” related to the handling of research misconduct allegations.   In 2000, the revised ORI mission and organization statement included (1) facilitating instruction in the responsible conduct of research, (2) promoting research integrity, (3) preventing research misconduct, and (4) conducting analysis to improve the HHS research integrity efforts and to expand the knowledge base on research misconduct and research integrity.  93 Fed. Reg. 30601 (May 12, 2000).

Central to the ORI mission is data on the frequency of research misconduct.  Without such data it is extremely difficult to build support for education and prevention efforts in the research community and to organize rational education and prevention programs.  Like other studies of deviant behavior, it is extremely difficult or impossible to get reliable data on the frequency of research misconduct.  Several studies have tried to collect such data, but their methodology was severely criticized and their results ignored.   Consequently, available data on the frequency of research misconduct is limited to allegations of research misconduct that are investigated by institutions or ORI.  These data underlie the highly divergent views held in the research community concerning the frequency of research misconduct.  One view holds that research misconduct is extremely rare; the other asserts that known cases of research misconduct represent the tip of the iceberg.   The “rare” view rests on the assumption that all research misconduct is detected and reported while the “tip of the iceberg” advocates assume research misconduct is detected, but rarely reported.   Consequently, this study focuses on the reporting of suspected research misconduct as the first step in estimating the frequency of research misconduct

In 1992, the National Academy of Sciences report, Responsible Science: Ensuring the Integrity of the Research Process, asserted that “more research is necessary to determine the full extent of misconduct in science” because “existing data are inadequate to draw accurate conclusions about the incidence of misconduct in science or of questionable research practices.”   That statement is still accurate in 2004.  To acquire reliable data on the reporting of suspected research misconduct, ORI contracted with The Gallup Organization for a study of 6,200 randomly-chosen principal investigators (PIs) from an estimated underlying population of approximately 25,000 PIs who have received support from the National Institutes of Health for the conduct of biomedical or behavioral research.  The study will collect data on (1) the observation of suspected research misconduct and (2) the reporting of suspected research misconduct to appropriate authorities.  Data also will be collected on PI and institutional characteristics.   

The ORI, DHHS, is requesting Office of Management and Budget’s (OMB) approval to conduct a study of PIs using the attached survey instrument (Attachment I), a pre-notification letter (Attachment II),  the cover letter (Attachment III), and a postcard reminder (Attachment IV).

This information collection is authorized by the legislation found at Section 493 of the PHS Act (Attachment V) and the ORI Organization Statement (Attachment VI).

2.  Purpose and Use of Information Collection.

The purpose of this information collection is to collect data on the observation of suspected research misconduct and the reporting of such misconduct to appropriate authorities to determine whether suspected research misconduct is underreported.   As indicated earlier, assumptions about the reporting of suspected research misconduct underlie the divergent views held in the research community concerning the frequency of research misconduct.

ORI will use the collected information in developing policy, educational activities, research, and prevention and compliance efforts.  ORI will make the data available to the research community through its website for analysis by researchers, institutions, scientific societies, and professional and institutional associations.  ORI hopes the data will generate fruitful collaborative efforts with the major stakeholders in the research community to address a problem of common concern.

3.  Use of Improved Information Technology.

The study uses a mailed paper survey in order to maximize respondents concerns regarding anonymity.  However, the questionnaires are developed to maximize usability (employing the Total Survey Method) and the paper forms adhere to Gallup’s state of the art scanning technology.  Scan operators utilize scanning devices developed exclusively for Gallup that capture an image of all the survey pages.  This image is then sent to processing, where several types of recognition are applied to read and extract data from the forms. Response fields that cannot be recognized with 100% “confidence” or that  require verbatim processing are flagged for manual entry operator intervention. Verification specialists conduct second-pass keying on a minimum of 10% of all scanned data. When all data from a survey are recognized, entered, and verified, data is considered final and typically is formatted for delivery to data processing for tabulation and reporting.

4.  Efforts to Identify Duplication and Use of Similar Information.

A review of the literature has not produced any citations to articles on the reporting of suspected research misconduct.   Several studies on the incidence of research misconduct have included methodological flaws that are pertinent to this study:

· the definition of research misconduct varied with each study

· there was no period of time specified for the reporting period

· no limit on the observational unit

· duplicate reporting of the same incident was possible

· few fields of science were covered

· response rates were low, less than 40 percent

· sample size was too small

.

This study uses the definition of research misconduct that is provided in the Federal Research Misconduct policy; specifies the reporting period as the previous 12 months; limits reporting to the department in which the subject is a member; uses one observer per department; covers the biomedical and behavioral sciences supported by the NIH; employ a sample size of 6,200 principal investigators, and aims at a response rate of 75 percent.

5.  Impact on Small Businesses or Other Small Entities.

There is no significant impact on small businesses or entities.

6.  Consequences of Collecting the Information Less Frequently if not at all.
The failure to initially collect this data will continue to hamper PHS efforts to promote research integrity and prevent research misconduct.  

7.  Special Circumstances Related to Guidelines of 5 C.F.R. 1320.5
This collection is consistent with 5 C.F.R.1320.5.

8.  Comments in Response to the Federal Register Notice and Efforts to Consult Outside the Agency.
For information on the Federal Register notice, see the OS Certification Form.   The study objectives and questionnaire were extensively revised in response to comments received from the Federation of American Societies of Experimental Biology, the Association of American Medical Colleges, and the Department of Health and Human Services.

Gallup conducted a pretest of nine PIs in July of 2003.  PIs were selected at random from the NIH sampling frame and were mailed a questionnaire and an additional feedback sheet.  Two of nine respondents (22.2%) indicated that they have observed or had other evidence of researchers in their department committing research misconduct.  One incident involved a postdoctoral fellow, working in the colleague’s laboratory, who had fabricated data.  The other incident involved a researcher who omitted data on a control group to achieve higher statistical significance for his experimental group.

Respondents reported believing the promises of confidentiality provided in the cover letter and questionnaire.  They felt that respondents would be honest in reporting misconduct of others that they had observed.  One respondent felt that gender should be dropped as it could lead to statistical disclosure of respondent identity.  This has been done

After OMB approval, another test sample of 50 will be administered to ascertain whether there is any problem with any of the questions.  If so, the appropriate changes will be made.

9.  Explanation of any payment or gifts to Respondents.
There are no payments or gifts to respondents.

10.  Describe any Assurances of Confidentiality.

Because the study participants will be asked potentially sensitive questions about attitudes and behaviors related to scientific misconduct, the study has incorporated features to protect their anonymity.  Besides protecting privacy, anonymity is important to the study because it may increase the response rate and avoid potential bias in item responses.

The survey package mailed to each participant will include a cover letter and a self-administered questionnaire.   The cover letter will solicit participation by explaining the importance of the study and describing the measures that have been taken to ensure confidentiality.  The cover letter will also explain the two options available to the prospective participant: submit the questionnaire or decline to participate.  The questionnaire will not collect personal identifiers. The data collection will be limited to general characteristics of institutions, departments, the accused, and the PI, such as research university, radiology department, or job title, e.g., professor.  There will be no way to attribute specific responses to individuals.

11.  Justification of Sensitive questions.
This is a study of deviant behavior in the conduct of research.  The reporting of suspected research misconduct cannot be estimated unless data are collected from members of the community in which the deviant behavior occurs.  Studies of deviant behavior generally show that deviant behavior reported to authorities (institutional officials, ORI, NIH) grossly underestimates the amount of deviant behavior occurring.  The ability to detect research misconduct is limited to individuals who have the opportunity to observe the conduct of research and the knowledge needed to know when misconduct may be happening.   In addition, research institutions and scientific societies have obligated their members to report research misconduct and this may be a non-threatening way to do so.

If the potential respondents still object to any of the questions, or to the entire questionnaire, the respondent need not answer the question or questions, and are so advised in the survey instructions.  Pretest results show that respondents are willing to make such reports and feel that their fellow PIs would be honest in doing so.

12.  Estimate of Hours Burden.
Information on the hours burden is based upon the number of respondents and the length of time required to provide the answers to the questions.  This is a one-time request per respondent.  The survey was pretested and determined that it will take 20 minutes to complete this survey, and the amount of time it will take to complete this survey is not expected to vary greatly among the respondents.

 Number of          Average               Frequency of           Estimated              Total

Respondents
  Respondent              Collection           Total Burden            Hourly

      
                  Minutes                                                   (hours)                 Cost* 

                                                                                                              _________________

3900

 20 minutes
            one time
            1,300 hours 
     $12.82

Total Cost - $16,667

* The hourly rate is based on the average yearly salary of a PI, estimated to be $80,000.

13.  Estimate of the Total Annual Cost Burden to Respondents and Record-keeper.
There is no start-up or capital costs that will be incurred by the respondents and no record keeping costs for this survey.  There are no costs associated with the maintenance of the information.  The only cost to the 3,000 potential respondents is the time that it takes to answer the questionnaire as discussed in 12 above.

14.  Cost to the Federal Government.
In consideration for the satisfactory performance of conducting a study of the incidence of research misconduct in biomedical research, the Government is paying the The Gallup Organization a total of the following:

      Subcontractors                             $7,500.00  (fee included)


                              Estimated Cost plus fixed fee      $395,446.00

The ORI Project Officer is a GS-15.  The average number of hours devoted to this project is expected to be approximately 100 hours @ $62/hour. = $6,200.00                  -               

                      Total cost to the Federal Government is $402,946.00

15.  Explanation for Program Changes or Adjustment.
This is a new information collection.

16.  Plans for Tabulations and Publication and Project Time Schedule.
a.  Plans for Publication
Gallup will write a final report based upon the requirements imposed by the contract.  The report will contain a background section and scope, design, and methodology sections.  The main body of the report will describe and interpret the key findings, which will include final analytical tables. The final part of the report will have a conclusion and give recommendations based on the survey outcomes.

The study report will be available upon request.  In addition, the study results will be reported to all institutions with an assurance on file with the ORI, and researchers, through the ORI Newsletter, the ORI web site, and journal articles.

The results will also provide direction for the ORI research program on research integrity and the ORI educational program on the responsible conduct of research.  The database that will be generated by the study will be available to researchers interested in conducting additional studies.

b.  Plans for Tabulation
The first step in the data analysis process will be the calculation of base sampling weights and the further adjustment of those weights to compensate for survey nonresponse and other sources of deviation from population totals.  Weighting procedures will be developed in collaboration with ORI and the results of weighting procedures will be submitted for approval prior to conducting analytical runs.

When sampling weights are approved for use, the project research staff and statistical programmers will next construct and check all derived or composite measures that will serve as independent or dependent variables in the approved table shells.  After review and approval of the constructed variables, we will proceed to generate the full set of tables.  Gallup’s Project Director, chief statistician, and senior researcher assigned to the project will jointly review the tables to ensure that the resulting distributions make intuitive sense in light of the findings of prior research.  Second, Gallup will identify any values that appear to be outliers, in the sense of being more extreme than initial expectations, and will re-check the code generating the composite variables and specifying the tables to ensure that no coding or syntax errors are responsible for the results.

Gallup will also inspect each table cell to determine the unweighted number of cases that contribute to the statistic (mean or proportion).  Cells based on small values will be annotated or suppressed so that unreliable data are not reported or over-interpreted and so that statistical disclosure risk is minimized.

Finally, Gallup will calculate sampling variances for all estimates in the analytical tables using formulas and statistical routines that are appropriate for the complex sample design.  Standard analysis packages like SPSS and SAS typically assume that tabular survey data have been generated from simple random samples.  The complex design proposed for this study is likely to have a balance of features that contribute to a decrease in overall statistical efficiency compared to a simple random sample.  Gallup will use SUDAAN software with appropriate design parameters to calculate correct sampling errors for the analytical tables.

Once thoroughly reviewed and revised as necessary, the analytical tables will be converted from raw statistical output to a format that will be easy for ORI reviewers to read and interpret.  This will include incorporating long titles for tables and full descriptive names for all variables and classification categories. Variable construction and table generation will be done by SAS software.

Exhibit 1: Scheduling of Tasks 
	ITEM
	DUE DATE

	Report on review of literature
	Completed

	Develop draft Survey Instrument
	Completed

	Develop draft cover letter and notification letter
	Completed

	Finalize survey instrument
	Completed

	Finalize notification and cover letter
	Completed

	OMB Clearance Package submitted
	Completed

	Receive OMB clearance
	In progress

	Begin data collection
	February 15, 2005

	Conduct follow-up activities
	February 27, 2005

	Verify accuracy of the data
	February 27, 2005

	Analyze data
	April 1, 2005

	Produce data tables
	April 21, 2005

	Draft Report on Study Results
	Mayl 27, 2005

	Final Report
	June 27, 2005



	Conduct First Briefing
	June 31, 2005


17.  Exemption from Expiration Date.
N/A

18.  Exemption to the Certification Statement.
N/A.

B.  Collection of Information Employing Statistical Methods
1.  Respondent Population and Sample.

The survey population consists of individuals who have received NIH funding to conduct biomedical or biobehavioral research.  The NIH database, which contains records for approximately 25,000 ongoing grant awards, will provide the source of the population data.  The research sample will consist of 5,200 PIs randomly chosen from this group to ensure that characteristics significant to the research are present in the sample to the same degree that they are present in the population.  Random sampling offers each member of the population an equal opportunity to be included into the sample.

2.  Procedures for Collection of Information.

The contractor will mail the cover letter requesting cooperation and a copy of the survey to each sampled investigator.  The cover letter will explain that all survey responses will be entirely anonymous; no identifying information will be recorded.

After two weeks a reminder postcard will be mailed and after another month an additional survey package with cover letter and a new questionnaire will be mailed.  These will be mailed to all respondents, as there will be no way to identify PIs who have already responded.

a.  Sampling
The research sample will consist of 5,200 PIs randomly chosen to ensure that characteristics significant to the research are present in the sample to the same degree that they are present in the population.  Random sampling offers each member of the population an equal opportunity to be included in the sample.  We will draw a random sample from all NIH-funded PI’s in the period 2001-2003.  Then we will select one PI per department from those in which there are multiples.  (It would be preferable to enumerate PIs by department and then sample, but departmental information is not reliably entered in the NIH database).  We will clean the data after stage 1 sampling to ensure selection of one PI per department in stage 2.
b.  Analysis of Survey Responses
The purpose of the survey is to estimate the reporting of scientific misconduct limiting observations to instances in one’s own department (or other organizational unit).  Elements of misconduct include degrees of:

(
Fabrication

(
Falsification

(
Plagiarism

Estimates of these behaviors and institutional reporting of these behaviors will be stratified by demographics and other characteristics of the PIs completing the survey, including characteristics of the PIs’ academic departments or other organizational units, the PI’s rank and tenure, institutional practices surrounding scientific misconduct, and PI’s own exposure to training in research ethics.

The first step in the data analysis process will be the calculation of base sampling weights and the further adjustment of those weights to compensate for survey nonresponse and other sources of deviation from population totals.  Weighting procedures will be developed in collaboration with ORI and the results of weighting procedures will be submitted for approval prior to conducting analytical runs.

When sampling weights are approved for use, the project research staff and statistical programmers will next construct and check all derived or composite measures that will serve as independent or dependent variables in the approved table shells.  After review and approval of the constructed variables, we will proceed to generate the full set of tables.  Gallup’s Project Director, chief statistician, and senior researcher assigned to the project will jointly review the tables to ensure that the resulting distributions make intuitive sense in light of the findings of prior research.  Second, Gallup will identify any values that appear to be outliers, in the sense of being more extreme than initial expectations, and will re-check the code generating the composite variables and specifying the tables to ensure that no coding or syntax errors are responsible for the results.

Gallup will also inspect each table cell to determine the unweighted number of cases that contribute to the statistic (mean or proportion).  Cells based on small values will be annotated or suppressed so that unreliable data are not reported or over-interpreted and so that statistical disclosure risk will be minimized.

Finally, Gallup will calculate sampling variances for all estimates in the analytical tables using formulas and statistical routines that are appropriate for the complex sample design.  The complex design proposed for the study, namely choosing one respondent per department, is likely to contribute to a decrease in overall statistical efficiency compared to a simple random sample.  Gallup will use complex survey analysis software with appropriate design parameters to calculate correct sampling errors for the analytical tables.

Once thoroughly reviewed and revised as necessary, the analytical tables will be converted from raw statistical output to a format that will be easy for ORI reviewers to read and interpret.  This will include incorporating long titles for tables and full descriptive names for all variables and classification categories. 

c.  Procedures for Data Analysis.

The tabular analysis is the first step in reporting results of the baseline incidence survey in a manner that is highly accessible to all stakeholders.  Gallup will design tables to reinforce the validity and the interpretation of the results.

d.  Contacting the Respondents.

A pre-notification letter (Attachment II) will be sent out providing the potential respondents with information regarding the purpose for the survey, their participation in the study, sponsors for the study, confidentiality of the information collected, and the use of the resulting data.  Instructions for how to access and complete the survey will be attached to the letter.

3.  Methods to Maximize Response Rates and Deal With Nonresponse.

Gallup will use a number of proven methods to maximize participation in the study.  A response rate of 75 percent will be the target for this project.  The methods to assure a high response rate include:

1.  An initial letter will be sent to the potential respondents informing them about the survey,

2.  A short, uncomplicated survey instrument with clear instructions for completion, 

3.  Use of reminders and other follow up activities.

4.  Test of Procedures or Methods to be Undertaken.

Gallup will pilot test the survey procedures with a sample of 50 investigators.  We will mail out survey packages to this group and monitor survey performance for one month.  During that time we will assess the response rate, any problems identified in calls to the toll-free number or on paper returns, utilization of the postcard identifying participation or unwillingness to participate, and completeness of data.
5.  Contact at Gallup.

Dr. James Wells, Project Director

The Gallup Organization

901 F. Street, N.W.

Washington, D.C.

(202) 715-3030

(202) 715-3041 (fax)

Subcontractor:

Justice and Advocacy, Inc.

Mark Davis, Ph.D.

Michelle Riske, J.D.
