HPTN XXX Publication Guidance 
It is the intention of the HPTN XXX Protocol Publications Committee that: 

1. HPTN XXX data are cleaned and analyses are completed for publication as soon as possible.
2. Writing assignments are clearly defined and fairly distributed among HPTN XXX investigators.
3. Manuscripts utilizing HPTN XXX data are published as expeditiously as possible.
The HPTN XXX Publications Committee Co-Chairs (which are also the Protocol Chair and Co-Chairs) will oversee the HPTN XXX publications process, and they and the protocol statisticians will receive all proposals for manuscripts, abstracts, posters, and presentations for review and comment prior to submitting to the larger HPTN XXX PPC.  If issues or conflicts arise the HPTN XXX Publications Committee Co-Chairs will have final authority for decision making.
The HPTN XXX Publications Committee consists of the following members:

X

Y

Z

Etc.

After (i) review and comment by the HPTN Protocol Co-Chairs and the statisticians, (ii) the HPTN XXX Publications Committee will work with the statisticians to prioritize proposals from investigators for use of data collected from HPTN XXX.  The use of any data collected as part of HPTN XXX, whether for an abstract, manuscript, poster, or presentation, must undergo this two-step review process.  All work must be reviewed by the HPTN Manuscript Review Committee prior to submission to journals, conferences, etc.  The HPTN XXX Publications Committee will perform its duties to assist the HPTN XXX Publications Committee Co-Chairs in realizing the following goals:

1. Setting priorities for HPTN XXX data analyses;

2. Determining the appropriate composition of HPTN XXX analysis and writing teams;

3. Agreeing on authorship for all HPTN XXX publications;

4. Assisting protocol team members in becoming active participants in the analysis and writing process; and

5. Disseminating and publishing as much information as is possible from the data collected during the course of HPTN XXX.

These goals will be accomplished using the guidance of the HPTN Publications Policy.    The following comprises suggested guidance on authorship for HPTN XXX publications:  

· Authorship should be reflective of the multi-site nature of HPTN XXX, HPTN publication policies, and generally accepted authorship guidelines.  Authorship should be based on substantial contributions to conception and design, or acquisition of data, or analysis and interpretation of data; drafting the abstract or revising it critically for important intellectual content; and final approval of the version to be presented/published.  Acquisition of funding, collection of data, or general supervision of the research group, alone, does not justify authorship.  Each author should have participated sufficiently in the work to take public responsibility for appropriate portions of the content.  The following approach for operationalizing these authorship guidelines will be adopted: 

· Team members who contributed substantially to the conceptualization, design, and/or implementation of specific aspects of the study should be included as first author or co-author on abstracts/manuscripts related to that aspect of the study (e.g., safety measures, behavioral measures, informed consent issues).  

· If data from more than one site are included in an abstract/manuscript, a representative from each site should be encouraged to participate in the project to a degree sufficient for inclusion as a co-author.  The site Investigator of Record is responsible for designating the most appropriate site representative to the authorship team.  When abstract submission guidelines limit the number of co-authors, the Publications Committee Co-Chairs will facilitate decision-making on site representation in the authorship team, making every effort to ensure parity across sites over time.  All authorship lists for abstracts/manuscripts that include data from more than one site should include “on behalf of the HPTN XXX Protocol Team” at the end of the authorship list.

· The statistician who works with the first author to analyze the data for the abstract (if applicable) should be included as a co-author.  The Protocol Statisticians are responsible for designating the most appropriate statistical staff member(s) to the authorship team. 

· A representative from FHI 360 may be considered for authorship on abstracts/manuscripts as appropriate
· A representative from the HPTN Laboratory Center may be considered for authorship on abstracts/manuscripts as appropriate.
· A representative from DAIDS may be considered for authorship on abstracts/manuscripts as appropriate.
· As sites and individuals submit ideas for publication, the first entity (site or individual) to submit the idea will be given priority for authorship, as long as they make substantial contributions to the resulting manuscript.
Proposals for publications (abstracts or manuscripts), presentations, posters and/or use of biological specimens should be submitted to the HPTN XXX Publications Committee, utilizing the attached form.  These include proposals for both multi-site and single-site analyses. From these submissions, the HPTN XXX Publications Committee will compile a list of all requests for analyses/publications and will work to ensure that each proposed publication on the list is appropriately evaluated for scientific merit and feasibility.  In addition, the HPTN XXX Protocol Co-Chairs will take proactive steps and work with appropriate team members to prioritize the analyses/publications with specific members of the HPTN XXX team and submit to the HPTN XXX Publication Committee for approval.
The HPTN XXX Co-Chairs will assign lead writing roles among the project investigators/team members based on the above-listed principles, the expressed interest of the specific investigators/team members, and a desire to distribute lead writing assignments as equally as possible among the investigators and the team.  These assignments will be approved by the HPTN XXX Publications Committee.
Investigators/team members who accept a lead writing assignment will be expected to produce their manuscripts in a timely fashion. For those failing to do so, the HPTN XXX Publications Committee has the authority to re-assign lead writing assignments.

Priority will be given to analyses addressing primary and secondary study objectives of HPTN XXX; however, other analysis proposals will be considered on their merits.  In general, access to data/biological specimens will be made available according to a plan that allows access in the following sequence: 

1. HPTN XXX Chairs and Study-Site Investigator of Record Investigators
2. All the other members of the HPTN XXX team

3. Faculty members and/or staff at the participating HPTN XXX institutions
4. Faculty members and/or staff at non-XXX but member HPTN institutions; and then

5. Faculty members and/or staff from non-HPTN institutions.  

Such a plan will allow faculty members and/or staff from those institutions that have supported the HPTN XXX project to benefit first, while ultimately allowing the data/specimens to be available to the wider research community.  The HPTN XXX Publications Committee will decide on the timing of the access to the data/specimens by various groups.
As a reminder, final site-specific study data sets can be requested by the site investigators once the database is cleaned and locked and all intended manuscripts reporting primary results of the protocol objectives have been approved by the Manuscript Review Committee (MRC) for publication. Refer to MOP Sections 12 and 21 for further guidance.
HPTN XXX Publications 

Proposal Form
Date: ____________

Investigator/team member name: __________________________________ 
Investigator/team member institution:    _____________________________
Investigator/team member email address: ___________________________
This proposal should be brief (1-3 pages) and include the following: 

1. Proposed abstract/manuscript title and names of the lead writer as well as potential participating investigators (if known). 

2. Briefly describe the background and rationale for the proposed research topic. 

3. Describe major goals/ objectives/ hypothesis of your proposal. List specific research hypotheses and how these relate to the primary or secondary objectives of HPTN XXX, or are actually a primary or secondary objectives. 

4. List analysis variables including dependent variables (e.g., outcome variables), independent variables of primary interest (e.g., risk factors), and other variables to control in the analysis, and any tables or figures required.  

5. If site specific repository specimens are needed to generate data for this analysis, indicate the specimen type and visit number(s), along with minimum amount/volume required. For example, “0.5 mL plasma specimens from the ___ week’s visit.” 

6. Proposed timeline for completion of analysis.

7. OPTIONAL: Statistical methods/approaches anticipated for the manuscript 

Submit this Proposal Form to (FHI 360 CRM) to distribute appropriately at XXXXX@fhi360.org  
Note: Explanation of proposal requirements below
Explanations for data analysis proposal

The data analysis proposal is intended to help set priorities and plan for analysis requests. While it is not necessary to fill in all sections, please give as clear a picture as you can of the scope of your objectives and analysis.

Background and Introduction:  Briefly review background information to give perspective into the importance of the problem and the situation under study.  This section is particularly useful when the document is circulated beyond the immediate study team.

Objectives:  The purpose of this section is to lay out the scientific agenda of the analysis in both broad conceptual terms and more specifically.  State both the overall scientific goal (broad scientific objective) and the specific aims (specific scientific objectives) of the study.  This can be brief and written at least partially in list format, much like specific aims would be written in a grant proposal.  Each specific aim should relate to the overall scientific goal.  If there are multiple specific aims, differentiate between primary and secondary specific aims.  

In this section it is OK to describe the broad scientific agenda with a more idealized view than is possible to operationalize in the study.  Example:  The broad scientific objective of an air pollution and health study could be to learn whether air pollution exposure induces respiratory effects.  A specific aim is to determine if short-term changes in air pollution exposure are associated with more respiratory symptoms.  In order to make the question specific and testable you must eventually define the terms “more”, “symptoms”, and “exposure to air pollution” based on measurable variables.  

Study Design: Give a brief overview of the study design and identify the population under study, source of the data, sampling strategies, inclusion/exclusion criteria, time period of the study, and other key information that is necessary for proper interpretation of analyses. As with the background, this section is useful when the document is circulated beyond the study team.

Testable hypotheses:  This is a refined version of the specific aims listed in the previous section.   Its purpose is to connect the scientific agenda with a statistical analysis. Restate each specific scientific aim in terms of measured variables and testable hypotheses or desired interval estimates (i.e. confidence intervals).  Note that it is possible to translate a single specific aim into multiple specific scientific questions and related hypothesis tests/interval estimates.  In the air pollution example above, if researchers are interested in multiple symptom measures or exposures, there could be multiple testable hypotheses listed.  Whenever there are multiple hypotheses to test, state which hypothesis is primary.  For this assignment, it is acceptable to simplify the scientific questions so you can write statistical questions with only the tools learned in this class.  

Variables:  List and briefly describe all variables to be considered in any part of this analysis.  Tabular format is recommended. For each variable give the name, a brief description, classification according to type (quantitative – continuous or discrete; qualitative – nominal or ordinal), and unit of measurement.  Also, as appropriate, note the conditions under which the variables were measured, and any measurement limitations (e.g. missing data patterns, restricted ranges, limits of detection).  Recoded variables should also be listed (for example, variables that will be recoded from continuous into categories). New variables that are created from other measures in the dataset should be defined. Finally, classify each variable according to its scientific meaning and use in the analysis e.g.

· Categorization of variables according to scientific meaning 

(1) Demographic (age, sex, etc.) 

(2) Baseline physiology (SBP, performance status) 

(3) Baseline disease risk factors, prognosis 

(4) Measures of treatment intervention (experiment) or exposure (observational study)

(5) Measures of treatment outcome (experiment) or exposure effect (observational study) 

(6) (Others specific to the scientific setting) 

· Categorization of variables according to use in analysis (an individual variable may have multiple uses if it is used in multiple analyses)

(1) Response (outcome) variables 

(2) Key Predictor variable(s) [These are the variable(s) identifying the treatment groups (experimental study) or key exposure (observational study).] 

(3) Variables identifying subgroups to explore effect modification 

(4) Potential confounders 

(5) Variables which may increase precision (These are variables predictive of the response, but not associated with predictor of interest.  Questions about effects within groups defined by a precision variable can be answered with more precision than questions about effects in the larger population (e.g., adjusting for age).) 

(6) Surrogates for response or intermediate outcomes

(a) Variables in the causal pathway of interest

(b) Variables measuring a later effect of the response

HPTN XXX Publication Tracking
Primary Objective: 

· X
Secondary Objectives: 
· Y
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