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• Goal of the study: The Network Epidemiology of Syphilis Transmission (NEST) study is designed 
to describe the social and sexual networks of men who have sex with men (MSM) at high risk for 
syphilis in the United States to better understand the epidemiology of syphilis beyond individual-
level risk factors. 

• Intended use of the resulting data: Data from NEST will be used to address knowledge gaps in 
the transmission dynamics and epidemiology of syphilis in the United States by characterizing the
structure and composition of sexual networks of MSM at increased risk of syphilis. These data 
will describe how these sexual networks change over time and contribute to the transmission of 
syphilis. Findings from NEST will be used to develop and guide public health interventions to slow
the spread of syphilis.

• Methods to be used: NEST will establish cohorts of MSM at high risk for syphilis and 
prospectively collect demographic, behavioral, and social and sexual network data from 
participants in select cities. MSM will be recruited using respondent driven sampling. Study 
participants will have up to nine in-person visits, 3 months apart. At each visit, a behavioral 
survey will be completed and specimens facilitating tests for sexually transmitted infections (STI) 
will be collected.

• The subpopulation to be studied: MSM who are at high risk for syphilis, at least 18 years of age,
and residing within one of the three participating sites.

• How data will be analyzed: Descriptive statistics and multivariable analyses to assess the 
prevalence of and trends in: 1) prevalence and incidence of syphilis, 2) risk behaviors for syphilis 
and, 3) utilization of and access to syphilis prevention services. Network analyses to investigate 
the structure and composition of sexual networks and how network characteristics change over 
time.



A. Justification

1. Circumstances Making the Collection of Information Necessary 

The  Centers  for  Disease  Control  and  Prevention (CDC),  National  Center  for  HIV/AIDS,  Viral

Hepatitis, STD, and TB Prevention (NCHHSTP), Division of STD Prevention (DSTDP), requests a 3-

year approval for a new data collection entitled, Network Epidemiology of Syphilis Transmission

(NEST), as part of a research study to collect complex sexual network data among gay, bisexual,

and other men who have sex with men (MSM) at high risk for syphilis in the United States. NEST

will address knowledge gaps in the epidemiology of syphilis among MSM. This research study is

funded by CDC through a cooperative agreement and will  be conducted at three sites (two

universities  and a  local  health  department)  in  the  United  States,  which  applied  voluntarily

through a competitive application process. This activity is authorized under Section 301 (Sec.

241) of the Public Health Service Act.

The United States is currently experiencing an ongoing syphilis epidemic (CDC, 2015). Once on

the brink of elimination, syphilis rates in the United States are higher than they have been in

the last 20 years. Syphilis, if left untreated, can cause severe medical issues including stillborn

babies, infertility, and severe neurologic and ocular complications including stroke, hearing loss,

and blindness (CDC 2015, Woolston S, et al., 2016). MSM are disproportionately impacted by

syphilis and the majority of incident cases of syphilis in the United States occur among MSM.

Rates of syphilis among MSM continue to sharply increase despite the continued application of

traditional syphilis control activities, such as screening and contact tracing. New public health

interventions to stem the spread of syphilis are urgently needed. However, development of

new  public  health  interventions  requires  data  on  and  an  understanding  of  current  and

actionable  factors  influencing  syphilis  transmission  among  MSM,  such  as  social  and  sexual

network characteristics, sexual behaviors, and healthcare access and utilization. Such factors

are not only currently poorly understood, but may also change over time and rapidly. In order

to address these knowledge gaps, both longitudinal individual-level and longitudinal network-

level data need to be collected among this population. The collection of complex, longitudinal

sexual  network  data  —  in  addition  to  more  traditional  individual-level  data,  such  as

demographics  and  individual-level  sexual  and social  behaviors  — will  address  some of  the

knowledge gaps in the transmission dynamics and epidemiology of syphilis among MSM in the

United States and point towards effective public health interventions to slow the spread of

syphilis. 

The overall objective of NEST is to support the establishment of cohorts of MSM at high risk for

syphilis and to prospectively collect behavioral, social, and sexual network data, and biological

specimens for sexual  transmitted infection (STI)  testing. Study participants will  attend study
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visits every three months for a period of up to 24 months. NEST is a multi-site study, with a

target enrollment of approximately 720 MSM aged 18 years and older from three geographic

areas of the United States:  (1)  Chicago,  Illinois,  (2)  Baltimore, Maryland,  and (3)  Columbus,

Ohio.

At  each study  visit,  study  participants  will  be  interviewed and biological  specimens (blood,

urine, a rectal swab, and a pharyngeal swab) will be collected to facilitate testing for syphilis,

gonorrhea, chlamydia, and HIV. All behavioral data will be collected through completion of the

NEST  survey  (Attachment  3)  and  submitted  electronically  directly  to  the  CDC  NEST  data

manager.  All  personal  identifying  information  (e.g.,  name,  address)  collected  on  individual

participants will be retained by the local NEST site, will not be collected on NEST data collection

forms, and will not be transmitted to CDC.

2. Purpose of Use of the Information Collection

The purpose of the NEST study is to address knowledge gaps in the transmission of syphilis

among MSM in the United States by exploring the role of dynamic sexual and social networks.

For the past several decades, public health officials have relied on public health interventions

for  syphilis  that  either  focused  on  individual-level  risk  factors  or  —  for  interventions  that

focused  on  sexual  networks,  such  as  contact  tracing  —  evinced  marginal  success  despite

rudimentary understandings of sexual networks.

When  conducting  contact  tracing  (also  referred  to  as  partner  services),  public  health

investigative staff interview persons diagnosed with syphilis to ascertain names and contact

information of recent sexual partners. Public health staff then attempt to locate, interview, and

test  the  partners  for  syphilis  (and  other  STI).  While  this  contact  tracing  approach  can  be

effective in some settings and populations (such as those with small, simple, and static sexual

networks), this approach is likely much less successful in the setting of complex and dynamic

networks.  Indeed,  traditional  contact  tracing  has  not  been  successful  in  recent  years  in

controlling syphilis  among MSM, who may have more complex and dynamic networks than

other populations.  For public  health officials  to modernize contact  tracing (to focus limited

public  health  resources  most  effectively)  and/or  develop  new  effective  network-level

interventions, substantial gaps in knowledge of the sexual networks of these men need to be

addressed. 

To  address  these  gaps,  NEST  aims  to  collect  data  on  domains  such  as:  (1)  sexual  partner

turnover or churn (e.g., changes in the set of partners reported by MSM at 3-month intervals

and how frequently these changes occur), (2) differences in types of sexual activities that MSM

engage  in  with  different  sexual  partners,  (3)  sexual  mixing  patterns  (e.g.,  differences  in

Page 5 of 22



race/ethnicity, age, and gender between MSM and their sex partners), and (4) the proportion of

partners first met using mobile applications or sex-seeking websites. NEST aims to collect data

on the degree to which partnerships, sexual behavior, sexual mixing patterns, and how men

find partners  changes  over  time and the  speed at  which they  may change.  NEST will  also

address important gaps in knowledge by collecting data on the degree to which these sexual

behaviors and partnership patterns may be influenced over time by syphilis diagnoses or use of

HIV pre-exposure prophylaxis (PrEP).

In addition to contact tracing, syphilis screening has been a foundation of public health syphilis

control efforts. However, screening rates are suboptimal (even among MSM who regularly seek

healthcare) and several barriers exist to successfully scaling-up screening for population-level

syphilis  control  among MSM. Screening  criteria  (which rely  on data  from a relatively  small

number of static individual-level factors) may not be sufficient to identify most-at-risk persons,

particularly, as is likely, risk changes over time. Yet even before providers can make decisions

about screening, successful widespread screening requires that persons at risk for syphilis seek

healthcare.  Little is  known about  the degree to which healthcare seeking behaviors  among

MSM, and factors that influence healthcare seeking, change over time. NEST aims to collect

data on these content areas. These data will directly inform public health interventions that

efficiently leverage the healthcare infrastructure and thus rely on healthcare seeking behavior. 

To craft effective and efficient public health interventions to prevent syphilis among MSM, the

complex  interplay  of  the  above  factors  must  be  better  understood.  This  is  of  particular

importance in this current era of HIV PrEP. Utilization patterns of HIV PrEP may influence the

dynamic structures of networks, sexual behaviors, and healthcare seeking behaviors over time.

As PrEP continues to expand as a successful biomedical HIV prevention approach, longitudinal

data are needed to understand patterns of PrEP usage among this population (e.g., consistent

vs.  intermittent  PrEP  use),  associations  between  patterns  of  PrEP  use  and  sexual  behavior

and/or nature of partnerships, and how PrEP may influence healthcare seeking, frequency of

STI  testing,  and expanded access to STI  care.  Findings from NEST will  inform the design of

interventions to reduce the spread of syphilis.

There are three study awardees, two universities (Ohio State University and University of Illinois

at  Chicago)  and  one  local  health  department  (Baltimore  City  Health  Department)  in

collaboration with a university (Johns Hopkins School of Medicine). The recruitment of study

participants as well as the data collection activities will be carried out at university-affiliated

sites including local health departments, community LGBT organizations, local STD clinics and

HIV/AIDS  care facilities.  The three awardees competed for  this  cooperative agreement and

were selected after an external objective review process was conducted in February, 2017. In
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their  applications,  awardees  documented  extensive  experience  with  the  collection,

management,  and protection of private and sensitive data collected from study participants

electronically,  including sexual  history data,  and described protocols that they have already

established locally in order to securely store study data. To address confidentiality risks, site

primary investigators will determine which study staff need access to data. Background checks

are performed on all staff prior to granting the staff members access to data and data collection

application. Study staff will only be granted access to the data that they need to accomplish

study-related activities. Access to all data will require a password that is carefully monitored by

the site primary investigators. Sites will use secure, web-based applications for the electronic

collection and  management  of  research  and  clinical  data.  Collected  electronic  data  will  be

stored on password-protected desktop computers in rooms with doors and functional locks.

Electronic  databases  that  are  created  and  exported  for  data  analysis  will  not  contain  any

personally-identifying information (PII); in such databases, participants will be identified only by

a unique study-assigned ID that does not contain PII. No individually-identifying data of any sort

will ever be released or published. Local site investigators will have complete control over who

can access the data and access to study data will restricted to the site research study team.

Before  starting  data  collection,  a  short  eligibility  screener  (Attachment  4,  pages  7–10  of

Attachment  3)  will  be  administered  to  prospective  study  participants.  If  the  prospective

participant  is  determined  to  be  eligible,  consent  will  be  obtained  from  the  participant

(Attachment 6). Once consent is obtained, data collection will begin and will include a baseline

visit and follow-up visits every three months for a total follow-up period of up to 24 months. At

each  visit,  participants  will  provide  biological  specimens  (blood,  urine,  a  rectal  swab,  and

pharyngeal swab) to allow testing for syphilis, gonorrhea, chlamydia, and HIV. Participants will

complete an electronic standardized survey on a tablet or computer. Transmission of electronic

data using the tablet or computer will be submitted to a secure server where stored data will be

encrypted. After transmission to the server, data entered into the electronic data application on

the tablet or computer will be deleted. The survey includes questions about the participants’

sexual network, individual behaviors, healthcare access, healthcare seeking, and demographics.

The survey consists of 11 questionnaire modules with a range of 4 to 41 questions per module

(Attachment 3). 

A small subset of sexual behavior questions will be delivered to the participant closer to real

time via a smartphone survey using a weekly format. The smartphone survey (Attachment 5) is

a  brief  voluntary  survey  with  a  subset  of  questions  based  upon  the  participants’  previous

responses. Participants can respond to the brief smartphone survey at any time to record a

sexual encounter. A weekly text message will  be sent on Sunday nights with a reminder on

Monday evening, to document sexual behavior in the last 24 hours. Smartphone surveys will be

Page 7 of 22



delivered  electronically  as  a  text  message  notification  to  participants  and  each  survey  is

expected to take 2 minutes. Data collected on electronic devices will be stored on a secure

web-accessible local server at each of the three funded sites, which will only be accessible with

a user name and password. Data security and privacy protections listed above also apply to

data collected from the smartphone survey. 

The primary study outcome is  descriptive data  on the composition and structure  of  sexual

networks of MSM collected at each study visit and over the study period. These descriptive data

include  the  average  number  of  partners  reported  by  MSM,  the  average  age  of  partners

reported,  the  proportion  of  partners  reported  who are  male,  and  engage  in  specified  risk

behaviors. Furthermore, we will examine how different network structures may be associated

with incident syphilis  cases and the potential role of these networks in the transmission of

syphilis.  Additional  outcomes include descriptive data on healthcare seeking,  PrEP use,  and

attitudes toward PrEP over time.

 

Since few studies have collected complex sexual network data from MSM over time, we will

evaluate participant recruitment and retention over the proposed 24-month follow-up period.

We will quantify the response rates to sexual network questions over time and the proportion

of participants lost to follow-up. Study staff at each site will plan to contact participants who

are lost to follow up for a brief interview to ascertain the reasons for dropping out of the study

and barriers to study participation that the participants may have experienced. As part of data

analysis, we will describe demographic characteristics of participants who have dropped out of

the study and compare these to retained participants to determine if there are any meaningful

differences between these two groups.

3. Use of Improved Information Technology and Burden Reduction 

In order to reduce the burden on study participants, the survey that participants are required to

complete at  each visit  will  be delivered electronically  on a tablet or  computer to minimize

participant  burden and improve usability.  Relevant  participant  data  (such as  demographics)

collected at prior visits will be uploaded securely ahead of the upcoming study visit interview,

thereby minimizing the amount of data to be collected from participants at follow-up visits and

reducing participant burden overall. 

In order to reduce the burden on local site data managers, CDC will provide standardized SAS

data structures with variable names, lengths and types defined for all requested datasets. To

support the generation of high-quality analyzable data, local sites will need to complete data

verification and validity checks on datasets prior to transmission to CDC. CDC will provide data

check programs in order to facilitate this  process and reduce the burden on the local  data
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manager. In collaboration with data managers at each participating site, CDC will provide data

programs  to  local  sites  in  order  to  ensure  appropriate  quality  assurance.  Sites  will  assure

validity of data prior to transmission. Data will be uploaded every three months by trained data

managers at collaborating sites. Wherever possible, automation will be utilized at the local level

to significantly lessen the burden on collaborating staff.

4. Efforts to Identify Duplication and Use of Similar Information

CDC completed a thorough review of  the literature,  and there are no similar  ongoing data

collection activities conducting longitudinal evaluations of complex sexual network data among

MSM at high risk for syphilis at either the national or regional level.

5. Impact on Small Business or Other Small Entities

Respondents  include  participants  enrolled  in  the  study,  academic  university-affiliated

collaborators,  and  local  health  department  collaborators.  Data/information  collection

instruments have been held to the absolute minimum of questions required for intended use of

the  data/information,  computer-based  forms  are  used  to  simplify  data  collection,  and

respondents are permitted to report data electronically to reduce burden and improve data

quality.

6. Consequences of Collecting the Information Less Frequently 

Sexual networks of men who have sex with men (MSM) are dynamic and can change relatively 

rapidly over time. We are interested in how the composition and structure of the sexual 

networks change over time and how changing networks impact syphilis transmission, so it is 

important that we collect information to describe the sexual network every three months. We 

anticipate that initiation and discontinuation (and re-initiation) of HIV PrEP occurs over the 

course of weeks–months. Collecting data less frequently than quarterly will substantially hinder

the ability of study investigators to address study objectives in a rigorous and valid manner. 

There are no legal obstacles to reduce the burden.

7. Special Circumstances Relating to the Guidelines of 5 CFR 1320.5

This request fully complies with the regulation 5 CFR 1320.5.

8. Comments in Response to the Federal Register Notice and Efforts to Consult Outside the 
Agency
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A 60-day notice was published in the Federal Register on March 5, 2018, Volume 83, Number 

43, page 9318 (Attachment 2). CDC received one comment related to the previous notice in 

favor of the NEST project and the benefits of conducting the NEST study in order to reduce the 

spread of syphilis (Attachment 2a). No response was sent to the public comment posted. To 

date there have been no efforts made to consult outside the agency. 

9. Explanation of Any Payment or Gift to Respondents

Tokens of appreciation will be used in NEST, as the project seeks to conduct surveys with a

highly selective population and to ask them sensitive questions about sexual  behaviors and

substance use. Recruiting MSM at high risk for syphilis and HIV to participate in research studies

has been shown to be difficult for reasons related primarily to the time burden and to fear of

experiencing stigma. We expect the baseline and follow-up visit to take 90 minutes (including

completion of  the survey and collection of  biospecimens — urine,  pharyngeal  swab,  rectal

swab, and blood). In order to increase response rates and retention over time, eligible persons

will be offered a token of appreciation. Tokens of appreciation have been shown to increase

response  rates,  which  in  turn  improves  the  validity  and  reliability  of  the  data  (Abreu  and

Winters 1999; Shettle and Mooney 1999). We anticipate that the increased response rates and

retention  over  time  will  lead  to  an  improved  representativeness  of  the  underlying  target

population. 

CDC will not provide these tokens of appreciation directly to study participants. Rather, each of 

the three funded sites will provide participants with tokens of appreciation to facilitate 

recruitment, participation, and retention. Participants will be given $50–$75 for completing 

each visit; amount and form (cash, gift cards, VISA cash cards) are determined locally based on 

local regulations, city characteristics (e.g., cost of living, average distance traveled to study site, 

form and cost of transport used to travel to the study site), and previous research experience 

with this specialized population. Each participant is expected to have a maximum of nine study 

visits during the course of the study. 

In RDS methodology, participants also receive a token of appreciation when they successfully 

recruit one or more of their peers. Previous research has shown that providing a token of 

appreciation for recruiting a peer to the study increases peer recruitment and is an important 

aspect of RDS (Heckathorn, 1997). Participants will receive $15–$20 for each new participant 

they recruit into the study. Participants will also receive $3 for each weekly smartphone survey 

that they complete. 
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10. Protection of the Privacy and Confidentiality of Information Provided by Respondents 

The Privacy Officer for CDC/ATSDR has assessed this package for applicability of 5 U.S.C. § 552a,

and has determined that the Privacy Act does not apply to the information collection. CDC will

not receive any personally-identifying information (PII).  PII  will  be collected by participating

sites  (non-federal  agencies)  to  permit  contact  of  participants  for  follow-up  visits  only.

Participants  will  also  describe  their  recent  sexual  network  and  might  provide  names  or

nicknames of recent partners to the local study site interviewer. The secondary use of PII is to

allow the local sites to track changes in sexual network structure and partnerships over time.

The  sites  are  non-federal  agencies  and  are  participating  in  the  study  as  grantees  of  a

cooperative  agreement,  rather  than  as  recipients  of  a  contract.  Study  sites  will  follow the

processes that were determined by the local Institutional Review Boards (IRBs) to align with

Health Insurance Portability and Accountability Act (HIPAA) requirements. Sites will not include

PII in any datasets created for analysis or for transmission to the CDC. The CDC will not collect

nor  have  access  to  patient  names,  medical  record  numbers,  telephone  numbers,  home

addresses, email addresses, or dates of birth. The CDC will treat information in a secure manner

and will not disclose, unless otherwise compelled by law.

Study staff with approved access at local NEST sites will collect and have access to PII in order to

contact participants for follow-up visits. Study staff will receive comprehensive training on the

study protocol and standard operating procedures; protecting participant confidentiality; and

cultural  competency with  racial/ethnic,  gender  and sexual  minority  populations.  PII  will  be

stored securely and separately from the collected study data (survey data, biological specimens,

and STI test results) but will be locally linkable to collected study data using a unique study-

assigned participant ID. The study-assigned participant ID will not contain any PII. PII will be

retained for five years after completion of the study; study files containing PII will subsequently

be destroyed and site investigators will provide attestation to the CDC project officer that data

containing PII have been destroyed. 

Site primary investigators will determine which study staff need access to data (and access will

only be granted to the level of data required for their support of study activities). Background

checks are performed on all  staff before access to study data is  authorized.  Local  staff will

undergo  data  security  and  confidentiality  training  annually  and  will  sign  a  confidentiality

statement before access to study data is authorized. All study staff will be knowledgeable about

local data security policies and procedures. Site investigators will ensure that the written data

security policy is easily accessible. Access to all data will require a password that is carefully

monitored by the site primary investigators. Electronic databases that are created and exported

for data analysis will not contain any PII. The electronic data collection application supports

electronic signature by positively identifying the user through a unique username and password
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combination.  Collected  electronic  data  will  be  stored  on  password-protected  desktop

computers  in  rooms  with  doors  with  functional  locks.  Each  site  has  fully  a  functioning

Information Technology Systems (ITS) department that is responsible for maintaining its own

web servers,  database  servers,  file  servers,  firewall/networking,  and  desktop management.

Sites will follow any additional local institutional policies regarding maintenance of participant

confidentiality. Primary site investigators will have complete control over who can access the

data that participants enter into the electronic data collection application and access will be

restricted to members of the site study team. Once data are entered into the electronic data

collection application, on password-protected computers or tablets, it will be transmitted to a

secure server. Data that are stored on the secure server are encrypted. After transmission to

the server, data entered onto tablets or computers will be deleted from the device. Network

servers at each site are protected by network firewalls and all machines (desktop computers or

laptops) at the site are protected by firewalling and have restricted access to ensure security

compliance. All staff at local sites who have authorized access to the network server will abide

by all applicable local laws, regulations, and policies. Information security protection practices

in place at each site include:

 User  authentication system  relying  on  unique user  names and  passwords  for  system

logon authentication and validation of the identity of users

 Security tokens for two-factor authentication for remote system access

 Least  privileged access whereby each user is  provided with a  level  of  access  to their

personal computer that is adequate, but no higher than required, to accomplish the tasks

that must be performed by that individual

 Automatic time-out features on systems requiring user re-authentication after prescribed

intervals of inactivity

 Regular  anti-virus software updates  and virus scans managed by the site Information

Technology Services (ITS) department. 

In addition, study data may not be transferred or stored on personally-owned devices. 

At CDC, only the NEST data manager and project coordinator have access to these de-identified

data. The electronic NEST database will be stored on a CDC Information Technology Services

Office (ITSO)-supported server housed in the Application Hosting Branch (AHB). This facility is

protected by guards at the front gate entrance to the campus, inside the campus, and within

buildings to control ingress and egress. Additional protections include Personal Identification

Verification (PIV) card access to the building and rooms where the servers are located.

Data Transmittals and Safeguards
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Data transmission from participating sites to the CDC will be restricted to CDC’s Secure Access

Management Services (SAMS).  SAMS is an approved federal  information technology system

that  provides  authorized,  validated  users  secure,  encrypted  access  to  CDC  file  transfer

applications. The encrypted data will be stored in a secure CDC server with strictly controlled

and restricted access rights.

The DSTDP Surveillance and Data Management Branch is charged with the responsibility of

maintaining  the  privacy,  security,  and  scientific  integrity  of  all  NEST  databases.  The  Data

Manager will  be designated as the custodian of NEST data files and will  be responsible for

assuring all conditions of use and for security arrangements to prevent unauthorized use of, or

access to NEST data. Access to the data shall be limited to specific DSTDP NEST staff members

and designated collaborators of the study in the performance of their assigned duties. 

The NEST Project Officer will be responsible for granting access to NEST data by other CDC staff

in  DSTDP  as  needed.  The  NEST  collaborating  sites  will  be  promptly  notified  of  any  CDC

personnel changes that affect access to the data for this project. All CDC personnel with data

access have completed, and will remain current with, the annual Health and Human Services

Information Security Awareness Training. A record of the completion of security training for all

CDC staff is maintained by the CDC Information Technology Services (ITSO). 

Local collaborators retain full control of and rights to analysis, research, and publication of their

locally collected data. 

Data Sharing Plan

Sites will comply with federal requirements for sharing research data. Data will be shared as

directed by CDC. Sites will agree to:

 Publish their findings in a timely manner

 Deposit manuscripts into PubMed Central

 Provide summary data and other non-identifying information including protocols, data

collection forms and publications to other investigators upon request. Investigators will

be limited to those: a) working at an institution with a Federal-wide Assurance (FWA),

and  b)  with  appropriate  expertise  to  analyze  the  data  (e.g.,  possessing  at  least  a

master’s degree in a related discipline). 

All requests to use de-identified data will be evaluated by the NEST CDC study team and site

primary investigators. These reviews will be conducted with special consideration to the privacy

concerns of study participants, as well as scientific integrity and rigor of the data use proposal. 
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11. Institutional Review Board (IRB) and Scientific Justification for Survey Questions 

IRB Approval

Local sites have all applied for IRB approval, two sites have received IRB approval and one site is

currently undergoing IRB review. CDC has received a project determination stating that NEST is

a research activity  involving human subjects but that  CDC involvement does not  constitute

engagement  in  human  subject  research  (Attachment  8).  Specifically,  the  project  is  funded

under a cooperative agreement award mechanism and CDC employees will not intervene or

interact with living individuals for research purposes, CDC employees will not obtain individually

identifiable private information, and funded institutions have a Federalwide Assurance (FWA)

and will be reviewed by a registered IRB linked to the FWA.

Scientific Justification for Survey Questions

A subset of data collected through the NEST survey (Attachment 3) are of a sensitive nature,

including questions related to the patient’s sexual behaviors, health insurance status, housing

and food security,  employment status,  criminal  justice involvement,  and level  of  education

attained. These data will be elicited from participants in a private environment. Many of the

sensitive sexual behavioral questions are asked routinely during STI clinical care. Study staff will

receive  comprehensive  training  on interviewing  techniques to build  rapport  and encourage

participants’  honest  disclosure  of  sexual  behavior  and protecting participant  confidentiality.

These  sensitive  questions  are  essential  in  order  to  develop  an  accurate  epidemiological

assessment  of  syphilis  in  the  community.  These  data  are  essential  for  understanding  the

epidemiology of syphilis and syphilis transmission. Justification for the NEST survey questions,

including questions of a sensitive nature, are included in Attachment 3a.

12. Estimated Annualized Burden Hours and Costs

The respondents for the Network Epidemiology of Syphilis Transmission (NEST) study include

(1) data managers at each of the three funded NEST study sites, and (2) participants enrolled in

the NEST study at participating sites.

NEST data managers:

Every three months data managers from each of the three study sites will:

a) Manage and compile all study data collected from study participant visits that took 

place in the previous three months 
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b) Merge visit-specific clinical data from STI testing done on biological specimens with 

participant survey data (Attachment 3b)

c) Clean, recode, and structure data in accordance with NEST program guidance

d) Complete data verification and validity checks (per CDC NEST program guidance) on 

dataset prior to transmission to CDC, and

e) Transmit all data files to CDC through secure file transport mechanisms (SAMS)

We estimate that these data management processes will take approximately 10 hours for each

of  the three site managers  with five data  transmissions  annually  for  a  total  of  150 annual

burden hours. 

Within three months of the end of each project year, the assigned data manager at each NEST

site will compile, clean, validate and transmit an annual  cumulative project dataset, including

survey data, smartphone survey data, and STI testing laboratory data (Attachment 3b) to CDC

through secure file transport mechanisms (SAMS) (for a total of 5 data transmissions per year).

This final  validated annual dataset from each site will  be archived and become the primary

repository for that site’s annual reporting. 

Participants enrolled in the NEST study:

NEST study staff will interview enrolled participants at a baseline visit and at follow-up visits

every three months, for a total follow-up period of 24 months. Participants will therefore

participate in a total  of nine study visits over the 24-month study period. Each visit  will

include  a  questionnaire  as  well  as  collection  of  biological  specimens  (urine,  blood,  a

pharyngeal swab, and a rectal swab) for STI testing. Each visit will take approximately 90

minutes per respondent for a total of 5, 400 burden hours annually. 

Table 12A: Estimated Annualized Burden Hours 

Type of
Respondent

Form Name No. of
Respondents

No. of
Responses per

Respondent

Average
Burden per
Response
(in hours)

Total
Burden
Hours

Potential
participants

Screener; att 4 900 1 2/60 30

Site data
manager

NEST data elements;
att 3b

3 5 10 150

Study
participants

NEST survey;  att 3 720 5 1.5a 5,400
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Study
participants

Smartphone survey;
att 5

720 52 2/60 1,248

Total 6,828

aEstimate for average burden per response (in hours) includes collection time for biological 
specimens (urine, blood, a pharyngeal swab, and a rectal swab).

The annualized burden cost is estimated in Table 12.B. below. 

Hourly wages for the each of the two respondent categories were determined as follows:

 The mean hourly wage for NEST database administrators was estimated at a rate of 

$41.89. Estimates of hourly wage rates are based on the 2016 Bureau of Labor Statistics,

National Occupational Employment and Wage Estimates for Database Administrators in 

the United States (accessed on November 14, 2017 at 

https://www.bls.gov/oes/current/oes151141.htm).

 The man hourly wage for participants enrolled in the NEST study was estimated at a rate

of $23.86, which is the mean hourly wage reported on the 2016 Bureau of Labor 

Statistics, National Occupational Employment and Wage Estimates across all 

occupations in the United States (accessed on November 14, 2017 at 

https://www.bls.gov/oes/current/oes_nat.htm).

Table 12.B.Estimated Annualized Burden Costs

  Type of Respondent Form Name Total
Burden
Hours

Hourly Wage
Rates

Total Respondent
Costs

Site data manager NEST survey; att 3 150a $41.89 $6,283.50

Study participant NEST survey; att 3 5,400 $23.86 $128,844.00

Total 5,550           $135,127.50
aEstimate for burden hours includes collection time for biological specimens (urine, blood, a 
pharyngeal swab, and a rectal swab).

13. Estimates of Other Total Annual Cost Burden to Respondents or Record Keepers

There will be no direct costs to the respondents other than their time to participate in each 
information collection.

14. Annualized Cost to the Federal Government 
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Funding is being made available through the CDC cooperative agreement (RFA-PS-17-002) over 
a total project period length of 3 years (May 1, 2017–March 30, 2020). The total annualized cost
to the government is $2,724,241.20.

Table A.14: Estimated Annualized Costs to the Federal Government

Expense Type Expense Explanation Annual Costs 
(dollars)

Direct Costs to 
the Federal 
Government

CDC Data Manager (GS-13, .5 FTE) $37,292

CDC Laboratory Personnel (GS-15, .05 FTE) $5,183.60

CDC Laboratory Personnel (GS-14, .20 FTE)   $17,627.20

CDC Laboratory Personnel (GS-13, .30 FTE)   $22,375.20

CDC Epidemiologist (GS-13, .7 FTE) $52,208.80

CDC Project Coordinator (GS-14, .4 FTE) $35,254.40

 Subtotal, Direct Costs to the Government          $169,941.20

Travel and 
other related 
expenses

Travel, and supplies $  54,300

    Subtotal, Travel and other project-
    related expenses

 $   54,300

Federal Grant Understanding the Epidemiology of Syphilis in the United 
States research grant

$ 2,500,000

   Subtotal, Federal Grant $2,500,000

TOTAL COST TO THE GOVERNMENT $2,724,241.20

15. Explanation for Program Changes or Adjustments

This is a new data collection. 

16. Plans for Tabulation and Publication and Project Time Schedule

We anticipate initiation of data collection to be June 20, 2018. The project will continue through

March 31, 2020. Preliminary data analysis is expected to begin 4–6 months after OMB approval.

Additional data analysis will occur at least annually during the time period of the approved 3-

year project period. Data analyses will  include descriptive analyses and network analyses of

sexual networks. Analyses of the data will be published in scientific and public health journals

and presented at scientific meetings.

Table A.16:  Project Time Schedule

Activity Time Schedule

Collection of biological specimens and Quarterly after OMB approval  
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clinical/demographic data from participating 
sites 

Data management and validation of data 
collected 

Quarterly after OMB approval  

Dissemination of results via annual report 12 months after OMB approval and annually 
thereafter

17. Reason(s) Display of OMB Expiration Date is Inappropriate

The display of the OMB expiration date is not inappropriate.

18. Exceptions to Certification for Paperwork Reduction Act (PRA) Submissions

There are no exceptions to the certification.
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