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1. Department or Agency 2. Fiscal Year
Department of Health and Human Services 2021

, , 3b. GSA Committee
3. Committee or Subcommittee NG.
Scientific Advisory Committee on Alternative Toxicological 12153
Methods
4. Is this New During Fiscal 5. Current 6. Expected Renewal 7. Expected Term
Year? Charter Date Date
No 12/18/2019 12/18/2021
8a. Was Terminated During 8b. Specific Termination 8c. Actual Term
FiscalYear? Authority Date
No
9. Agency Recommendation for Next10a. Legislation Req to 10b. Legislation
FiscalYear Terminate? Pending?
Continue Not Applicable Not Applicable
11. Establishment Authority Statutory (Congress Created)
12. Specific Establishment 13. Effective 14. Commitee 14c.
Authority Date Type Presidential?
42USC 285|-3(d), as amended 12/19/2000 Continuing No
15. Description of Committee Scientific Technical Program Advisory Board
16a. Total Number of No Reports for this
Reports FiscalYear

17a. Open 0 17b. Closed O 17c. Partially Closed 0 Other Activities 0 17d. Total O
Meetings and Dates

No Meetings

Current FY Next FY
18a(1). Personnel Pmts to Non-Federal Members $0.00 $0.00
18a(2). Personnel Pmts to Federal Members $0.00 $0.00
18a(3). Personnel Pmts to Federal Staff $0.00 $0.00
18a(4). Personnel Pmts to Non-Member Consultants $0.00 $0.00
18b(1). Travel and Per Diem to Non-Federal Members $0.00 $0.00
18b(2). Travel and Per Diem to Federal Members $0.00 $0.00
18b(3). Travel and Per Diem to Federal Staff $0.00 $0.00

18b(4). Travel and Per Diem to Non-member Consultants $0.00 $0.00



18c. Other(rents,user charges, graphics, printing, mail, etc.) $0.00 $0.00
18d. Total $0.00 $0.00
19. Federal Staff Support Years (FTE) 0.00 0.00

20a. How does the Committee accomplish its purpose?

The scope and objectives of the Scientific Advisory Committee on Alternative
Toxicological Methods (SACATM) are to advise the Interagency Coordinating Committee
on the Validation of Alternative Methods (ICCVAM), the National Toxicology Program
(NTP) Interagency Center for the Evaluation of Alternative Toxicological Methods
(NICEATM), and the Director of the National Institute of Environmental Health Sciences
(NIEHS) regarding statutorily mandated duties of ICCVAM and activities of NICEATM.
SACATM provides advice on priorities and activities related to the development,
validation, scientific review, regulatory acceptance, and national and international
harmonization of new, revised, and alternative toxicological test methods. Alternative
methods are those that reduce, refine (lessen or avoid pain and/or distress), or replace
the use of animals in testing. SACATM also provides input on ways to foster partnerships
and communication with interested parties. Meeting information can be found at
http://ntp.niehs.nih.gov/go/32822.

20b. How does the Committee balance its membership?

Members are selected from recognized authorities knowledgeable in academia, industry,
state government, public health, environmental communities or organizations using new
or alternative test methods, as appropriate, in accordance with the statutorily mandated
requirements for representation on the SACATM.

20c. How frequent and relevant are the Committee Meetings?

Meetings are held at least once each fiscal year. The NIEHS Director appoints voting
members to the SACATM, and membership is defined in the ICCVAM Authorization Act of
2000 to include representatives from academia, state government, industry, and animal
protection organizations. There was one ICCVAM Public Forum meeting during this
reporting period.

20d. Why can't the advice or information this committee provides be obtained
elsewhere?

The quality, scope and balance of advice provided cannot be obtained from NIH staff or
from other established sources. Its membership is constituted to meet the specific
requirements of the mandated mission of the committee and the Institute.

20e. Why is it necessary to close and/or partially closed committee meetings?



NA

21. Remarks

The DFO and Committee Decision Maker positions are held by the same individual due to
the assignment of responsibilities within this Institute. This committee did not produce any

reports this fiscal year. Ex Officio Members: According to the charter language NIH has

determined there are 17 Ex Officio positions associated with this committee and the max

number of positions to includes these members. No Ex Officio members have been

identified and there are no Ex Officio members in the list of current members in this report.
It has been the practice of ICCVAM members to send ad hoc attendees according to the
topics being discussed rather than having ex officio members formally identified. Chair:

Dr. Nadira K. DeAbrew is serving as Acting Chair while waiting for the approval of the
2020 SACATM nomination slate. Pamela Spencer served as Chair until 11/30/2019.
Members: Dr. Spencer’s appointment to this committee was reported as 2/7/16-11/30/19
in the FY19 ACR. The Chair appointment 12/1/2018-11/30/19 was inadvertently omitted in
the FY19 ACR Report. Because the member appointment period falls outside FY20, only
the Chair appointment is included in this report. Costs: Due to the COVID-19 pandemic
and converting meetings from in-person to virtual, the projected FY21 committee

expenses are subject to change.

Designated Federal Officer
Mary S Wolfe Director, NTP Office of Liaison, Policy and Review

Committee
Members

Start End Occupation

BOLGER, MICHAEL 12/11/2016 11/30/2020 CHIEF SCIENTIST, SIMULATIONS PLUS, INCORPORATED

BIOMEDICAL SOLUTIONS PROGRAM MANAGER, CHARLES
CHAREST, JOSEPH 06/23/2019 11/30/2022
STARK DRAPER LABORATORY, INC.

PETA INTERNATIONAL SCIENCE CONSORTITIUM,
CLIPPINGER, AMY  06/23/2019 11/30/2022 REGULATORY TESTING DEPARTMENT, PEOPLE FOR THE
ETHICAL TREATMENT OF ANIMALS (PETA

DISTINGUISHED SCIENTIST AND TECHNICAL FELLOW,
12/11/2016 11/30/2020 MEDTRONIC PLC, PHYSIOLOGICAL RESEARCH
LABORATORIES

COLEMAN, KELLY

SENIOR SCIENTIST (TOXICOLOGIST), GLOBAL PRODUCT
DE ABREW, NADIRA 06/23/2019 11/30/2022
STEWARDSHIP, PROCTOR & GAMBLE

REGULATORY SCIENCES TEAM LEADER, DOW
06/23/2019 11/30/2022

GEHEN, SEAN
AGROSCIENCES LLC

Member
Designation
Special
Government
Employee
(SGE) Member
Special
Government
Employee
(SGE) Member
Special
Government
Employee
(SGE) Member
Special
Government
Employee
(SGE) Member
Special
Government
Employee
(SGE) Member
Special
Government
Employee
(SGE) Member



DIRECTOR, BIOINFORMATICS GENOMICS & Special

WILLIAMS-DEVANE, COMPUTATIONAL CHEMISTRY, BIOTECHNOLOGY Government
12/11/2016 11/30/2020
CLARLYNDA BIOMEDICAL RESEARCH INSTITUTE, NORTH CAROLINA Employee
CENTRAL UNIVERSITY (SGE) Member

Number of Committee Members Listed: 7

Narrative Description

This committee advises the NIEHS, the Interagency Coordinating Committee on the
Validation of Alternative Methods (ICCVAM), and the National Toxicology Program (NTP)
Interagency Center for the Evaluation of Alternative Toxicology Methods (Center)
regarding ICCVAM activities. They also advise the NIEHS and the NTP Center on the
NTP Center's activities.

What are the most significant program outcomes associated with this committee?
Checked if Applies

Improvements to health or safety v
Trust in government v
Major policy changes

Advance in scientific research v

Effective grant making

Improved service delivery

Increased customer satisfaction v
Implementation of laws or regulatory requirements

Other

Outcome Comments
NA

What are the cost savings associated with this committee?
Checked if Applies
None
Unable to Determine v
Under $100,000
$100,000 - $500,000
$500,001 - $1,000,000
$1,000,001 - $5,000,000
$5,000,001 - $10,000,000
Over $10,000,000
Cost Savings Other



Cost Savings Comments

Many of the alternative test methods promoted by SACATM may in theory reduce the cost
of individual toxicity tests, but it is unclear whether reduced cost per agent tested will be
offset by increasing number of agents tested.

What is the approximate Number of recommendations produced by this committee
for the life of the committee?
70

Number of Recommendations Comments

SACATM met on September 2-3, 2020, by webcast. Agenda topics included: (1)
SACATM: past, present, and future; (2) fostering international partnerships; (3) curating
and characterizing data for alternative methods use; and (4) computational resources.
SACATM provided several recommendations on activities and proposed projects
presented at the meeting and in the background material provided before the meeting.
Recommendations from SACATM 2020 were in four major areas: I. SACATM recognized
the opportunity to reduce animal use by facilitating the adoption of recombinant (or
non-animal derived) antibodies (rAb). Their recommendations included: a. Educational
outreach including state-of-the-science papers on the applicability, availability, and
reproducibility of experimental rAb, including a description of the costs of rAb. b.
Investigations of antibody production by organ-based chip systems, including
manageability and scalability. c. Additional efforts to support the acceptance of rAb. .
SACATM was impressed by the degree of progress made in addressing previously
identified limitations within the Integrated Chemical Environment database and analysis
resource. They recommended applying a combination of computational approaches along
with the Globally Harmonized System’s methods to predict LD50 concentrations for
mixtures. lll. SACATM encouraged ICCVAM and NICEATM to facilitate adoption of new
alternative methodologies (NAMs) through the following recommendations: a.
Incentivization of NAM’s adoption by regulatory agencies. b. Within agencies with grant
authority, embed requirements for NAMs within programs. c. Provide educational
outreach on NAMs to stakeholders in the form of symposia, white papers,
state-of-the-science papers, guidelines, etc. IV. SACATM recognized the efforts of the
ICCVAM Metrics Workgroup. They encouraged them to: a. Consider in their planning
what would constitute success and develop metrics to capture that success.

What is the approximate Percentage of these recommendations that have been or
will be Fully implemented by the agency?
0%



% of Recommendations Fully Implemented Comments

Due to the complexity of the recommendations made by this committee, staff is unable to
determine which recommendations have been fully or partially implemented solely in
response to this committee's activities.

What is the approximate Percentage of these recommendations that have been or
will be Partially implemented by the agency?
0%

% of Recommendations Partially Implemented Comments

Due to the complexity of the recommendations made by this committee, staff is unable to
determine which recommendations have been fully or partially implemented solely in
response to this committee's activities.

Does the agency provide the committee with feedback regarding actions taken to
implement recommendations or advice offered?
Yes ¥ No Not Applicable

Agency Feedback Comments

Staff identifies key outcomes of the meeting and reports back to SACATM at the next
meeting on developments on the recommendations or advice (either by formal
presentation or during discussion).

What other actions has the agency taken as a result of the committee's advice or
recommendation?
Checked if Applies
Reorganized Priorities
Reallocated resources
Issued new regulation
Proposed legislation
Approved grants or other payments
Other v

Action Comments

The Committee makes recommendations to federal staff regarding the Interagency
Coordinating Committee on the Validation of Alternative Methods (ICCVAM), the National
Toxicology Program (NTP) Interagency Center for the Evaluation of Alternative
Toxicological Methods (NICEATM), and the Director of the National Institute of



Environmental Health Sciences (NIEHS) regarding statutorily mandated duties of
ICCVAM and activities of NICEATM. SACATM provides advice on priorities and activities
related to the development, validation, scientific review, regulatory acceptance,
implementation, and national and international harmonization of new, revised, and
alternative toxicological test methods. Alternative methods are those that reduce, refine
(lessen or avoid pain and/or distress), or replace the use of animals in testing. SACATM
also provides input on ways to foster partnerships and communication with interested
parties.

Is the Committee engaged in the review of applications for grants?
No

Grant Review Comments
NA

How is access provided to the information for the Committee's documentation?
Checked if Applies
Contact DFO 4
Online Agency Web Site
Online Committee Web Site
Online GSA FACA Web Site
Publications
Other

NENEN

Access Comments
N/A



