
 BioSafety Regulations:

• Policies, rules, and procedures for 
businesses and personnel working in 
facilities handling microbiological agents 
such as bacteria, viruses, parasites

• Varying levels.  What is safe for Devens?

• Working with CDC and NIH Guidelines, 
BOH, DEC Legal Counsel and DEC IPS Peer 
Review Consultants, and MD
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Draft Biosafety Policy:
• CDC NIH guidance
• Requirements to protect public health and 

safety of businesses, employees, residents, 
general public.

• Based on Boxborough and Somerville
• Drafted with DEC legal Counsel (working 

with Devens Fire and Health Inspectors)
• DEC Legal Counsel and DEC IPS Peer 

Review Consultants, and MD
• Maintain Devens commitment to support 

sustaianble economic development – in a 
safe and responsible manner



Draft Biosafety Policy Outline:
SECTION 1: AUTHORITY

Boards of Health MGL, Chapter 111, Section 3 

SECTION 2: PURPOSE

To safeguard the health and welfare of the residents, general population at large, visitors, staff and employees of 

businesses in Devens

Specifying the practices to be used for constructing and handling biological agents

Following NIH Guidelines

Keeping track of biological agents in Devens

Prohibiting BSL-4  

SECTION 3: APPLICABILITY

Any business within the DREZ

Healthcare or veterinary services exemption

Educational institutions teaching kits exempt

SECTION 4: DEFINITIONS



Draft Biosafety Policy Outline:
SECTION 5: PROFESSIONAL ADVISORY ASSISTANCE

SECTION 6: GENERAL REQUIREMENTS

Procedures, protocols, annual reports.  

SECTION 7: INSTITUTIONAL BIOSAFETY COMMITTEE (IBC) REQUIREMENTS

Formation of Institutional Biosafety Committee (IBC), (DEC’s Consultant the Fire Chief or their designees plus one community 

representative).  

Meetings, Review Assessment and oversight

SECTION 8: REGISTRATION AND PERMITTING REQUIREMENTS

Low Risk Facilities (BSL-1) registration process

SECTION 9: ADMINISTRATIVE APPROVAL AND FORMAL APPROVAL

Administrative approval provided that there are no significant deficiencies. A

Formal approval if deficiencies ID’d in registration process



Draft Biosafety Policy Outline:
Section 10: AMENDMENTS AND THE “THREE YEAR RULE”

Any expansion of lab space within current facilities, increase in the containment level (BSL), new agents requires an amendment 

Three year rule for minor (BSL 1) may be handled administratively.

SECTION 11: PROHIBITIONS AND EXEMPTIONS

BSL-4 or higher containment shall not be permitted in Devens. 

NIH Guidelines for guidance on issues not addressed in Policy

SECTION 12: ENFORCEMENT

testing, evaluation or other procedure to demonstrate conditions are in compliance with the health and safety needs of the commu

SECTION 13: OTHER APPLICABLE PERMITS AND APPROVALS

Compliance with all required federal, state, and local permits 

SECTION 14: PENALTIES

Fines, Permit suspension,Appeal Process



Draft Biosafety Policy Outline:

SECTION 14: PENALTIES

Fines, Permit suspension,Appeal Process

SECTION 15: SEVERABILITY

Each provision of this policy shall be construed as separate (if one is invalidated).

SECTION 16: WAIVERS

Discretionary
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