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 DLS Control No. 15-111 

Overview and Legal and Fiscal Impact 
 

 The regulation updates the citation to the document entitled National Shellfish Sanitation 

Program (NSS), Guide for the Control of Molluscan Shellfish, 2013 Revision, that is 

incorporated by reference under COMAR 10.15.07.01. 

 

 The regulation presents no legal issue of concern. 

 

 The regulation has no fiscal impact on State or local agencies.   

 

 

Regulation of COMAR Affected 
 

Department of Health and Mental Hygiene: 

Food:  Shellfish Sanitation:  COMAR 10.15.07.01 

 

 

Legal Analysis  
 

Summary of Regulation 
 

 The regulation updates the citation to the document entitled National Shellfish Sanitation 

Program (NSS), Guide for the Control of Molluscan Shellfish, 2013 Revision, that is 

incorporated by reference under COMAR 10.15.07.01.  The regulation alters from “2011” to 

“2013” the date of the revision of the National Shellfish Sanitation Program Guide for the 

Control of Molluscan Shellfish, Section I. Purpose and Definitions and Section II. Model 

Ordinance except for Chapter IV, Shellstock Growing Areas. 

 

Legal Issue 
 

 The regulation presents no legal issue of concern. 

 

Statutory Authority and Legislative Intent 
 

 The Department of Health and Mental Hygiene cites §§ 18-102, 21-211, 21-234, 21-235, 

21-304, 21-321, and 21-346 through 21-350 of the Health – General Article as legal authority for 

the regulation.  Section 18-102 requires the Secretary of Health and Mental Hygiene to adopt 

regulations necessary to prevent (1) the introduction of an infectious or contagious disease into 

the State or other disease that endangers public health in the State; or (2) the spread of an 

infectious or contagious disease or other disease that endangers public health in the State.  
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Section 21-211 requires the Secretary to adopt regulations that provide for the issuance of 

permits to food manufacturers, processors, or packers in a locality if, on investigation, the 

Secretary finds (1) that the distribution in the State of any class of food manufactured, processed, 

or packed in the locality may be injurious to health because of possible contamination with 

microorganisms; and (2) that the danger imposed by the food normally would not be 

determinable after the food has entered commerce.  For whatever temporary period of time that 

may be necessary, the regulations are required to specify the conditions necessary to govern the 

manufacturing, processing, and packing of the class of food in question in order to protect the 

public from the dangers imposed by the food. 

 

 Section 21-234 authorizes the Secretary to adopt regulations to carry out specified 

provisions of law relating to the Administrative Procedure Act.  Section 21-235 authorizes the 

Secretary to conform specified regulations to regulations adopted under federal law and to adopt 

any regulation adopted by the United States Department of Agriculture. Section 21-304 requires 

the department to adopt regulations necessary to carry out specified provisions of law relating to 

food establishments.  For certain excluded organizations, the department (1) is required to adopt 

separate regulations that establish minimum standards that ensure food integrity and safety, 

preserve public health, and control foodborne illnesses; and (2) may adopt separate regulations 

that establish a licensing system that excluded organizations may voluntarily choose to submit to.  

Before a food establishment is constructed, remodeled, or materially altered, or before an 

existing building or structure is converted or remodeled for use as a food establishment, § 21-321 

requires that plans and specifications for the construction, remodeling, or alteration of a food 

establishment be submitted to (1) the department, if the food establishment is a food processing 

plant or a chain or franchise food service facility planning to construct two or more facilities in 

the State from a single uniform set of plans; or (2) for food service facilities that are not a chain 

or franchise food service facility planning to construct two or more facilities in the State from a 

single uniform set of plans, the appropriate county health department.   

 

 Except for shellstock that is imported into the State for replanting under the direction of 

the Department of Natural Resources, or commercially sterile shellfish or shellfish products,  

§ 21-346 prohibits a person from importing shellfish into the State unless the shellfish is from a 

source certified by the appropriate agency.  Unless the shellfish contained in the food comes 

from a source certified by the appropriate agency responsible for interstate shellfish shipment,  

§ 21-347 prohibits a person from importing into the State any food that contains shellfish.  

Section 21-348 prohibits a person from processing, selling, or keeping for sale any shellfish or 

any food that contains shellfish if the shellfish is from an unknown or uncertified source.  

Section 21-349 authorizes the department to (1) detain and take necessary action on any 

shipment of shellfish or any good that contains shellfish if the shellfish is from an unknown or 

uncertified source; and (2) condemn and destroy any shellfish or any food that contains shellfish 

if the shellfish involved is from an uncertified source.  Section 21-350 establishes requirements 

for maintaining specified shellfish or processed crabs at temperatures established by the 

department.   

 

 This authority is correct and complete.  The regulation complies with the legislative 

intent of the law.  
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Fiscal Analysis  
 

The regulation has no fiscal impact on State or local agencies.   

 

Agency Estimate of Projected Fiscal Impact 
 

The department advises that the regulation has no fiscal impact on State or local 

governments because the regulation merely updates the most recent version of the National 

Shellfish Sanitation Program Guide for the Control of Molluscan Shellfish.  The update does not 

require additional enforcement efforts or expenditures beyond existing levels for the prior 

program guide.  The Department of Legislative Services concurs.   

 

Impact on Budget 
 

 There is no impact on the State operating or capital budget.   

 

Agency Estimate of Projected Small Business Impact 
 

 The department advises that the regulation has minimal or no economic impact on small 

businesses because the department has already adopted the most recent version of the National 

Shellfish Sanitation Program Guide for the Control of Molluscan Shellfish on an interim basis.  

Thus, the regulation is merely codifying current practice and should have no fiscal impact on 

small businesses.  The Department of Legislative Services concurs.   

 

 

Contact Information 
 

Legal Analysis:  Lynne Blume Rosen – (410) 946/(301) 970-5350 

Fiscal Analysis:  Kathleen P. Kennedy – (410) 946/(301) 970-5510 

 




