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Weighing in on Policy
Development:
It’s easier than you think!

Yvette R. Seger, PhD

Director of Science Policy



Session Goals

* Enhance awareness of opportunities for stakeholders to provide input
on the regulatory and policy making processes

* Share best practices for developing and submitting feedback to
requests for public comment

* Highlight current opportunities seeking stakeholder feedback
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FASEB: 27 societies representing over 115,000 scientists
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Key Definitions

* Law: products of written statutes, passed by the U.S. Congress and signed
by the President

* Regulations: Standards and rules adopted by administrative agencies that
govern how laws will be enforced

* Have the force of law

* Policies: Implemented by agencies to establish uniform processes and
reporting expectations
* Not law, but non-compliance can lead to negative consequences

* Guidance Documents: Issued by agencies to assist in the interpretation of
regulations
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A somewhat familiar process?
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When is Stakeholder Input Collected?

1. Defining
the problem
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How is Input Collected?

* Responses to Requests for Information / Calls for Comments
* Policy Acronym: RFI
* Regulatory Acronym: ANPRM or NPRM

* Testimony / Public Comments
* Expert Interviews

e Data Analysis

* Literature Searches

Y F
u Federation of American Societies
i for Experimental Biology



Where to Find Comment Opportunities?
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Initial Proposals For Updating OMB's Race and Ethnicit
Statistical Standards

Regulations.gov

Yowr ¥ in Federal | icnt Making

A Notice by the Management and Budget Office on 01/27/202

@ Comments on this document are being accepted at Regulations Make a difference. Submit your comments and let your voice be heard.

Request for Information on the NIH Plan to Enhance Public Access to the Results of NIH-Supported

Research
Notice Number:

NOT-OD-23-091

Key Dates
Release Date: February 21 2023
Response Date: April 24, 2023 ‘Ai FASEB
Federation of American Societies
- for Experimental Biology


https://www.federalregister.gov/
https://www.regulations.gov/
https://grants.nih.gov/funding/searchguide/index.html#/

Where to Find Comment Opportunities (2)

Review Matters

Strengthening Fellowship Review

{ Bruce Reed Lystranne Maynard Smith £ Cibu Thomas
Deputy Director Scientific Review Officer ". Scientific Review Officer

January 6, 2022

BROADENING PUBLIC "

do Extramural Research &€& @NIHgrants - Feb 24
m) Make your voice heard, postdocs! NIH wants to hear from you on

ENGAGEMENT IN THE Na challenges to postdoc progression. Submit your thoughts by 4/14: jining that will enhance pre- and post-

bit.ly/NIHpostdocRFI
do

Extramural Research € @NIHgrants - Feb 27

I i‘ the '
EDERA I d ore We want to hear from you! —————————— & NIH welcomes community input on the status of the postdoctoral training
g b

| system through four public virtual listening sessions between March 8 —
0 [ i
p Share Your _ March 20, 2023. Register today!

REGULATORY PROCESS Thoubhts on How

to Re-envision

Postdoc Working Group
NIH Listening Sessions

ACD Working Group on Re-envisioning NIH-St A ———
Postdoctoral Training Postdoctoral

Training

ALT

Role, duration, structure, and value of the academic
postdoc and impacts on underrepresented populations

Friday, h 10 1. ET
International trainee concerns

The working group has posted a Request for Information (RFI) for the community to share insights on i:

solutions to the recent decline in postdoctoral trainees. Responses will be used to help develop recomn Q n s Q1 iht 1.331
problem which impacts U.S. competitiveness in biomedical research and innovation. Please consider sharing and responding to the

) . nexus.od.nih.gov
RFL which closes on April 14, 2023.

You Are Invited: NIH Listening Sessions on the Postdoc Training Syst...
In addition to the RFI, the working group welcomes community input through four public virtual listening sessions between March 8 NIH welcomes community input on the status of the postdoctoral

) . training system through four public virtual listening sessions betwee...
— March 20, 2023. Register to attend and share your input here!&

e 1 51 Q a9 i 212K X tes


https://www.whitehouse.gov/omb/information-regulatory-affairs/broadening-public-engagement-in-the-federal-regulatory-process/
https://www.csr.nih.gov/reviewmatters/2022/01/06/strengthening-fellowship-review/
https://acd.od.nih.gov/working-groups/postdocs.html
https://twitter.com/NIHgrants/status/1629152977259794433?s=20
https://twitter.com/NIHgrants/status/1630206462730334208?s=20

Interested in Commenting?

Now What?
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Who Are You Representing?
« Self?
* Your Employer?

« Other Organization?
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Is There an Existing Process for Developing Comments?

* Who needs to be engaged in development and review of
comments?

« Do comments require governance votes?

* Who is the signatory / submitter of comments?
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What makes a good response?

* C(learly states who you are or the constituents represented

* Personalized — even if you are building upon uniform content
* |dentifies unintended consequences of proposed change(s)

e Suggests solutions rather than just reiterating the problem

* Provides data/references to justify rationale

e Offers to make additional information, as requested

e FASEB
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Other Tips & Tricks

Start with the deadline

* Follow instructions for submission
* Most RFIs require electronic submission
 Many must be submitted through web forms

Adhere to word limits

e Comments are frequently made public and can be subject to FOIA

* Don’t submit proprietary information

« Comments posted to Regulations.gov are publicly available shortly after
submission

* Full comments or excerpts of comments may be included in final reports
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Example: NIH Postdoc RFI

Request for Information (RFI): Re-envisioning U.S. Postdoctoral Research Training and Career

Progression within the Biomedical Research Enterprise
Notice Number:

NOT-OD-23-084

Key Dates

Release Date: February 14, 2023

Response Date: April 14, 2023

All comments must be submitted electronically on the submission website.

Responses must be received by 11:59:59 pm (ET) on April 14, 2023.
Responses to this RFI are voluntary and may be submitted anonymously. Please do not include any personally identifiable information or any information that you do not wish to make public.

Propretans Elﬂﬁﬁ |ﬁg o |ﬂﬁ uﬂ SLSens T.' i~ i 8] a[gn should not be included in Yourresnonse. The Government will use the information submitted in response to this RFI at its

discretion. The Government reserves the right to use any submitted information on public websites, in reports, in summaries of the state of the science, in any possible resultant
solicitation(s), grant(s), or cooperative agreement(s), or in the development of future funding opportunity announcements.This RFI is for informational and planning purposes only
and is not a solicitation for applications or an obligation on the part of the Government to provide support for any ideas identified in response to it. Please note that the Government will not
pay for the preparation of any information submitted or for use of that information.

Ve look forward to your input and hope that you will share this RFI opportunity with your colleagues. a FASEB
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https://grants.nih.gov/grants/guide/notice-files/NOT-OD-23-084.html

Example: NIH Postdoc RFI (2)

NI ) National Institutes of Health
Office of Extramural Research
Request for Information (RFI): Re-envisioning U.S. Postdoctoral Research Training and Career Progression within the Biomedical
Research Enterprise
Purpose
The National Institutes of Health (NIH) seeks from research members regarding the current state of postdoctoral research training and career within the research NHis interested in
the perspective and experience of recent and current pestdoctoral trainees, postdociorsl office leaders, as well as graduate swudents considering becoming postdoctoral trainess within the academic sector. This RF| will assist NIH in hearing the woices of postdoctoral trainees along
with others impacted by this unique and skilled training position, and in exploring ways to address some of the halk faced by the postd Itrainee ity. This i ion will inform the of ions by the NIH Advisory Commitiee to
the Director (ACD), an advisory group that provides aduice on matters pertinent to NIH mission respensibilities in the conduct and support of biomedical research. medical stiznce, and biomedical communications.
Review of this entire RF| notice is encouraged to ensure your response is comprehensive and to have a full undzrstanding of how it will be utiized.
Background .
o
NIH supports pestdoctoral training through its extramural research programs and its own intramural training program. These efforts have supparted the development of highly trained biomedical scizntists who have the necassary knowledge and skills to pursue independent careers
in the biomedical research workforce. Concerns about the postdoctoral training system and recruitment of qualified postdoctoral trainees have grown in recent years. Data published by the National Science Foundation suggest that the number of postdoctoral researchers may be
declining, presenting an uncenain future for the overall U.S. bi ical research These have recently been severely compounded by the COVID-18 pandemic and the ensuing global economic environment. NIH seeks to evaluate the status of the
postdoctoral training process. to understand fundamental issues affecting the postdoctoral traines process, and to identiy possible sclutions to address these issues. Toward this end, an ACD working group has been established to explore the status of the postdoctoral training
system, identify and understand oritics| factors and issues relating to the peresived decling in the number of pestdoctorsl trainees, and provids recommendations that address those factors to the NIH Directer.
Information Requested
This RF invites input on factors influencing postdoctoral training from the NIH s parti i in receiving input from trainees (2.g.. graduate students, postdocs), as well as early-stage i iomedical facuky, training directors, postdoctoral and
graduate student office leaders, bictech/biogharma industry scientists, and research education program _NIH iz parti i in hearing about promising solutions to address cument affecting the postd | trainee ity. Input sought includes
but is not imited to, the following:
» Perspectives on the roles and responsibilities of the academic postdoc (e.g.. what the postdoctoral pesition means 1o you. how you view it).
. F issues and inhibiting retention, and overall guality of ife of postdoctoral trainees in academic research.
« Existing MIH policies, programs, or rescurces that coukd be modified, expanded, or improved to enhance the postdoctoral training ecosystem and academic research carser pathways.
« Proven or promising external resources or approaches that could inform NIH's efforts to enhance the postdoctoral training ecosystem (e g.. improving postdoctorsl recruitment, training, working nwi ing. job
To ensure consideration, responses must be submitted by: 2023-04-14 11:58:58 PM EST
* Response Type:
Individual -
* Professional Role:
#* Affilizted Organization
% | U Citien or Permanent Resident FASEB
& Federation of American Societies
- for Experimental Biology



https://rfi.grants.nih.gov/?s=639675dcf6d8bc7e840ce9c2

Example: NIH Postdoc RFI (3)

Perspectives on the roles and responsibilities of the academic postdoc (e.g., what the postdoctoral position means to you, how you view if).

Peep that word limit (300 words per question)

&
challenges inhibiting recruitment, retention, and overall quality of life of postdoctoral trainees in academic research.
P
Existing NIH policies, programs, or resources that could be modified, expanded, or improved to enhance the postdoctoral training ecosystem and academic research career pathways.
~
Proven or promizing external resources or approaches that could inform MIH's efforts to enhance the postdoctoral training ecosystem (e.g.. improving postdoctoral recruitment, training, working environment, mentoring, job satisfaction).

@ FASEB
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Example: NIH Public Access Policy RFI

Request for Information on the NIH Plan to Enhance Public Access to the Results of NIH-Supported

Research
Notice Number:

NOT-OD-23-091

Key Dates

Release Date: February 21 2023

Response Date: April 24, 2023

How to Submit a Response

Comments must be submitted at https:/fosp.od.nin_gov/nin-plan-to-enhance-public-access-to-the-results-of-nin-supported-researcill Responses will be accepted through April 24, 2023,

Responses to this RFI are voluntary and may be submitted anonymously. You may also voluntarily include your name and contact information with your response. Other than your name and
contact information, please do not include in the response any personally identifiable information or any information that you do not wish to make public. Proprietary, classified, confidential,
or sensitive information should not be included in your response. After the Office of Science Policy (OSP) has finished reviewing the responses, the responses may be posted to the OSP
website without redaction.

Federation of American Societies
for Experimental Biology
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https://grants.nih.gov/grants/guide/notice-files/NOT-OD-23-091.html

Example: NIH Public Access Policy RFI (2)

Request for Information on the NIH Plan to Enhance Public Access to the Results of NIH-
Supported Research

MIH seeks public input on the NIH Plar to Enhance Public Access to the Results of NIH-Supported Research (NIH Public Access Plan). In 2022, the
White House Office of Science and Technology Policy (O5STP) released a memo on Ensuring Free, Immediate, and Equitable Access to Federally
Funded Research that establishes new guidance for improving public access to scholarly publications and data resulting from Federally supported
research. The MIH Public Access Plan outlines the proposed approach NIH will take to implement the new guidance, consistent with its longstanding
commitment to public access.

The Public Access Flan can be viewed at: NOT-0D0-23-091. The comment period will close on April 24, 2023,
How to Submit a Response

Comments must be submitted electronically using this form. Responses will be accepted through April 24, 2023, You may provide comments to one or
muore of the topics in the comment boxes below.

Responses to this RF] are voluntary and may be submitted anonymaously. You may also voluntarily include your name and contact information with
your response. Other than your name and contact information, please do not include in the response any personally identifiable information or any
information that you do not wish to make public. Propristary, classified, confidential, or sensitive information should not be included in your
response. After OSP has finished reviewing the responses, the responses may be posted to the OSP website without redaction.

To ensure consideration, responses must be submitted

April 24, 2023, 11:55:58 EOT.

Iam responding to this RFI:
On behalf of myself

On behalf of an organization

“If submitting comments on behalf of ancther individual, please submit the name and function of that other individual,

Name

Name of Organization

Type of Organization

Mot Applicable v

Role

Select One v

MIH seeks information regarding the NIH Public Access Plan, from all interested individuals and communities, including, but not limited to, authars,
investigators, research institutions, libraries, scholarly publishers, scientific societies, healthcare providers, patients, students, educators, research
participants, and other members of the public. While comments are welcome on all elements of the NIH Public Access Plan, input would be mast
welcome on Section 1 related to scholarly publications and on the particular issues identified below. Comments may be entered below or attached
in the next section.

- — jes for NIH

L How q oe

1he NIH Public Access #lan aims ta mairtain the existing Braad discretion for rezearchers and authrs ta chacse haw and whers to publich their
results. Consistent with current practice, the NIK Public Access #lan allaws the submission of final published articles to PubMed Central (FMC) fin
zases where a formal sgreement is in place) to minimize the compliance burden on NI supparted researchers and alse maintsins the flesdbility of
HIH supparicd ressarchers to submit the final peer reviewed manuscript. MIH seoks information an acditianal steps it might cansider taking to
‘ensurc that prapased changes ta implementatian of the NIk Bublic Access Folicy do nat create new inequitics in publishing oppartunities or
reinfoece cxisting ancs.

2. Steps for improving equity i d ibilit icatis

semoual of the currently allawable 12 month embargo periad for NIk supparted aublications will improve access to these rescarch products for all.
s nated in the NiH Public Access Plan, MIH also plans to continue making articles available in human and machine readable forms ta suppart
autamated ex processing, MiH will alsa seek ways b imprave the accessshility of publications via assistive devices. NIH welcames input on ather
steps that coukd be taken toimprave cquity in access to publicatians by dverse communities of users, including researchers, clinicians and putlic
ealth afficials, students and educators, and ather members of the public.

3. Methods for moni ing costs and impacts on affected i

NIH proposes to actively manitar trends in publication foes and policies to enswre that they remain reasanable and equitable. M secks informaticn
an effectiveaparoaches far monitaring trends in puslication foes and equity in publication appartunitics.

4. Early input i ions to i ility and P of research.

Section IV of the MIH Fublic Access Plan isa first stepin develoging the NIH's updated plan for persistont identifiers (#10s) and metadata, which will
he submitted to &5 1P by Decomber 31, 2024. MIH secks suggestions on any specific issues that shauld e considered in efforts ta improve use of
¥l and metadata, including infarmatian about expeniences institutions and rescarchers hawe had with adaption of different identifiers.

Attachment:

The fellawing file extensions are accepted: FOF, KLS, KLSX, DOC, DOCK

File Upload

Description

Option for
File Upload

ey FASEB
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https://osp.od.nih.gov/nih-plan-to-enhance-public-access-to-the-results-of-nih-supported-research/
https://osp.od.nih.gov/nih-plan-to-enhance-public-access-to-the-results-of-nih-supported-research/

Don’t Forget...

Be sure to thank the agency for the opportunity to offer
input. Your comments could lead to future dialogue on
related topics.

Good Luck!
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Thank You!

M yseger@faseb.org
@FASEBorg
@YvetteSeger
m https://www.linkedin.com/in/yvettersegerphd/

ooooooooooooooooooooo


mailto:yseger@faseb.org
https://www.linkedin.com/in/yvettersegerphd/
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https://www.linkedin.com/company/faseb
https://www.linkedin.com/company/faseb/
https://www.facebook.com/FASEB.org/
https://www.facebook.com/FASEB.org/
https://twitter.com/faseborg
https://twitter.com/faseborg
https://www.instagram.com/fasebofficial/
https://www.instagram.com/fasebofficial/

	Slide Number 1
	Session Goals
	FASEB: 27 societies representing over 115,000 scientists
	Slide Number 4
	A somewhat familiar process?
	When is Stakeholder Input Collected?
	How is Input Collected?
	Where to Find Comment Opportunities?
	Where to Find Comment Opportunities (2)
	Interested in Commenting?
	Who Are You Representing?
	Is There an Existing Process for Developing Comments?
	What makes a good response?
	Other Tips & Tricks
	Example: NIH Postdoc RFI
	Example: NIH Postdoc RFI (2)
	Example: NIH Postdoc RFI (3)
	Example: NIH Public Access Policy RFI
	Example: NIH Public Access Policy RFI (2)
	Don’t Forget…
	Thank You!
	Slide Number 22

