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Charge 1:

Findings:

Conclusions:

Recommendations:

The Subcommittee will develop potential Vibrio vulnificus control options for
VMC consideration.

The subcommittee held 4 conference calls and exchanged numerous emails.
Proposal 11-201 was included in the 2011 proposal package to meet the
notification requirements of ISSC Constitution, By Laws and Procedures. The
subcommittee reviewed several 2011 proposals in their deliberations. They
included:

Proposal 11-202- Vibrio vulnificus and Vibrio parahaemoylyticus Risk Management of
Oysters

Proposal 11-203- Vibrio vulnificus Management

Proposal 11-205- Vibrio Management Committee Membership

The subcommittee also discussed 09-207 which has an implementation date of
January 1, 2012. Other items of discussion include the following:

Section 114 of the Food Safety Modernization Act

Congressional Correspondence-Dated May 25, 2011

Previous deliberation by the VMC

Vv IlIness calculations

Vv Growth Curves

Vv Risk per serving estimates based on the FDA risk calculator and FDA risk
assessment

The subcommittee developed the attached proposals for consideration by the VMC.

Additional
Information:

Recorder:

Approved by:

Heather Thomas

Bill Dewey
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Substitute Proposal 11-201A

Proposal for Consideration at the [ ]| Growing Area
Interstate Shellfish Sanitation Conference X] | Harvesting/Handling/Distribution
2011 Biennial Meeting [ 1| Administrative
Name of
Submitter: Vibrio Management Committee
Affiliation: Interstate Shellfish Sanitation Conference (1SSC)
Address: 209-2 Dawson Road
Columbia, SC 29223-1740
Phone: 803-788-7559
Fax: 803-788-7576
Email: issc@issc.org
Proposal
Subiject: Vibro vulnificus Risk Management of Oysters

Specific NSSP
Guide Reference:

ISSC Constitution, Bylaws, and Procedures Article V.

Section Il Model Ordinance, Chapter Il Risk Assessment and Risk Management
@.01 Outbreaks of Shellfish Related IlInesses
@.04 Vibrio vulnificus Risk Management for Oysters

Section V. Guidance Documents, Chapter IV. Naturally Occurring Pathogens

Key Words:

Vibro vulnificusRisk Management

Text of Proposal/

Requested Action:

Article IV. Executive Board, Officers, Committees
Section 10. The Board may appoint committees from industry, educational
institutions, research fields, or any other areas as needed to report to
the Board and advise the Conference on proposals under
consideration.  Committee appointments will be made from the
Conference membership by the Executive Board Chairman. The
following committees shall be designated as standing committees and
shall convene as needed or as directed by the Executive Board or
Chairperson of the Conference: Education, Foreign Relations,
Proposal Review, Patrol, Research Guidance, Resolutions, and
Shellfish Restoration, and Vibrio Management Committee. The Vice-
Chairperson of the Conference shall assist the Executive Director in
encouraging development of committee work plans and completion of
subcommittee assignments prior to convention of the Biennial
Meeting.

Section 14. The Executive Board Chairperson shall appoint a sixteen (16) member
Vibrio Management Committee. The Committee will be comprised of
a Chairperson and regional representation from all ISSC regions with
at least two (2) industry members from the East, Gulf and West coasts.
The Committee will also include representation from the FDA,
NOAA, and EPA. Non voting advisors will be appointed as
appropriate. The Committee will assess if additional changes are
needed in the NSSP Guide for the Control of Molluscan Shellfish
Model Ordinance to reduce the risk of Vibrio illnesses. The
Committee will annually review trends in Vibrio illnesses.

Chapter Il Risk Assessment and Risk Management
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Substitute Proposal 11-201A

@.01 Outbreaks of Shellfish Related IlInesses

J. The Authority shall assess annually Vibrio vulnificus and Vibrio

parahaemolyticus illnesses associated with the consumption of molluscan
shellfish. The assessment will include a record of all Vibrio vulnificus and
Vibrio parahaemolyticus shellfish-associated illnesses reported within the
State and from receiving States, the numbers of illnesses per event, and actions
taken by the Authority in response to the illnesses.
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Substitute Proposal 11-201A
imictrat | lish (i,

@.04 Vibrio vulnificus Control Plan

A. Risk Evaluation

Each oyster producing State shall conduct a Vibrio vulnificus risk evaluation
annually. The evaluation shall consider each of the following factors,
including seasonal variations in the factors, in determining the risk of Vibrio
vulnificus infection from the consumption of oysters harvested from the
State’s growing waters.

1 In _conducting the risk evaluation the State Authority will at a

minimum consider the following:
(@) The number of Vibrio vulnificus cases epidemiologically

linked to the consumption of oysters commercially harvested
from the State; and

b Levels of Vibrio vulnificus in the growing waters and in
shellfish, to the extent that such data exists; and
(c) The quantity of harvest from the area and its uses i.e.

shucking, half shell, PHP.

B. The State shall develop and implement a Vibrio vulnificus Control Plan should
the risk evaluation indicate:

(1) Two (2) or more etiologically confirmed shellfish-borne Vibrio

vulnificus illnesses within the past calendar year traced to the
consumption of commercially harvested raw or undercooked oysters

that originated from the growing waters of that state; or
(2) Five (5) or more etiologically confirmed shellfish-borne Vibrio
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vulnificus illnesses in any five (5) year period since 1995 traced to the
consumption of commercially harvested raw or undercooked oysters
that originated from the growing waters of that state

C. The State shall develop a Vibrio vulnificus Contingency Plan should the risk
evaluation indicate:

1 Any etiologically confirmed shellfish-borne Vibrio vulnificus illness

since 1995 from the growing waters of that State but the number of
cases does not reach the threshold established in B. (1) and (2); or

(2) Levels of Vibrio vulnificus in the growing waters and in shellfish that
is reasonably likely to cause an illness; and

3 The amount of oysters commercially harvested from the State is of an

amount that would result in a risk per serving that is reasonably likely
to result in an illness.

D. Control Plan

(1) The Vibrio vulnificus Control Plan shall include the following:

(@) Identification of triggers which address factors that affect
risks. The triggers will be used to indicate when control
measures are needed. One or more of the following triggers
will be used:

(i) The water temperatures in the area; and

(ii The air temperatures in the area; and

(iii) _ Salinity in the area; and

(iv) Harvesting techniques in the area; and

(v) _ Other factors which affect risk which can be used as a

basis for reducing risk.
(b) Implementation of one or more of the following control

measures to reduce the risk of Vibrio vulnificus illness:

(i) Labeling oysters, "For shucking by a certified dealer",

when the Average Monthly Maximum Water
Temperature exceeds 75°F.

ii Subjecting all oysters intended for the raw, half-shell

market to Authority approved post harvest processing
when the Average Monthly Maximum Water
Temperature exceeds 75°F.

(iii) Labeling oysters, "For shucking by a certified dealer",

during the months of April through November,
inclusive.

iv) Subjecting oysters intended for the raw, half-shell

market to Authority approved post harvest processing

during the months of April through November,
inclusive.

\Y Reducing time of exposure to temperature prior to

delivery to the initial certified dealer based on modeling
or _sampling, as determined by the Authority in
consultation with FDA. For the purpose of time to
temperature control, time begins once the first shellstock
harvested is no longer submerged. When this control

measure is selected, State Vv plans will include controls
when water temperature promotes Vv levels and risk of
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illness increases. The controls will minimize risk to less

than three (3) illnesses per 100,000 servings when water
temperature exceeds 80°F. Authority approved Best
Management Practices (BMPs) will be applied to
minimize Vv growth to the extent possible when water
temperature exceeds 70°F but is less than 80°F. BMPs
will ensure that when the water temperature exceeds
70°F but is less than 75°F risk is minimized to less than
1.75 illnesses per 100,000 servings and when water
temperatures exceed 75°F but are less than 80°F the risk
will not exceed 2.5 illnesses per 100,000 servings.
These risks per serving will be determined using the
FDA developed Vibrio vulnificus calculator.

vi) The Authority may implement other comparable
alternative controls that will reduce the risk per serving
when water temperatures exceed 70°F.

(2) Control Plan Evaluation

(@ In consultation with FDA the Authority will evaluate the
implementation and effectiveness of their Control Plan.
(i) Changes in the annual number of Vibrio vulnificus cases
associated with the State’s growing waters.
(i) Environmental changes which could affect total Vibrio
vulnificus in shellfish pre and post harvest.
(iii)  Industry compliance with existing controls.

(b) The Control Plan shall be modified when the evaluation shows

the Plan is ineffective, or when new information or more

effective technology is available as determined by the
Authority.

E. Contingency Plan

1 The Contingency Plan shall include a detailed plan outling the
regulatory steps that will be implemented should the number of

illnesses reach the threshold established for development and
implementation of a Vv Control Plan.

(2) Contingency Plan Evaluation
In consultation with FDA the Authority will evaluate the adequacy of
their Contingency Plan.

Guidance Documents, Chapter IV. Naturally Occurring Pathogens
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.013  Vibrio parahaemolyticus Control Plan

.024  Post Harvest Processing Validation Verification Interim Guidance for Vibrio
vulnificus and Vibrio parahaemolyticus

.035  Guidance for Demonstrating the Effectiveness of Time to Temperature
Reduction Criteria for Vibrio vulnificus and Vibrio parahaemolyticus
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Public Health
Significance:

The level of Vv in oysters at the time of harvest can cause illness in immuno
compromised individuals with increased susceptibility. This risk ranges from
approximately .06 to 3.33 illnesses per 100,000 servings depending upon water
temperature. The controls presently required by State Vibrio vulnificus Control Plans,
if properly implemented, can reduce growth and reduce Vibrio vulnificus levels after
harvest.

Changes will provide additional options for managing the risks associated with Vv.
These options will not require Post Harvest Processing (PHP) controls which are
presently not economically feasible. The RTI Economic Study suggested that it would
take 2 to 3 years to implement PHP and, even with that time for implementation,
would create a significant economic burden.

References:

(1) VMC Committee Reports (Al Rainosek's updated illness rate Calculations);

(2) RTI International Report Project Number 0211460.008

(3) "Analysis of How Post-harvest processing Technologies for Controlling Vibrio
vulnificus Can Be Implemented"”; Dr. Steve Otwell, Laura Garrido,Victor Garrido
and Dr.Charlie Sims report "Sensory Assessment Study for Post -Harvest
Processed (PHP) Oysters

Cost Information:
(if available)
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Substitute Proposal No. 11-201B

Proposal for Consideration at the [ ]| Growing Area
Interstate Shellfish Sanitation Conference X | Harvesting/Handling/Distribution
2011 Biennial Meeting [ ]| Administrative
Name of
Submitter: Vibrio Management Committee
Affiliation: Interstate Shellfish Sanitation Conference (ISSC)
Address: 209-2 Dawson Road
Columbia, SC 29223-1740
Phone: 803-788-7559
Fax: 803-788-7576
Email: issc@issc.org
Proposal Transportation and Critical Control Points
Subiject:

Specific NSSP
Guide Reference:

Section Il Model Ordinance, Chapter IX. Transportation

Section Il Model Ordinance, Chapter XI. Shucking and Packing

Section Il Model Ordinance, Chapter XII. Repacking of Shucked Shellfish
Section 11 Model Ordinance, Chapter XIII. Shellstock Shipping

Section Il Model Ordinance, Chapter XIV. Reshipping

Key Words:

Vibro vulnificusRisk Management

Text of Proposal/

Requested Action:

Recommended Changes to Chapter 1X. Transportation

Requirements for the Harvester/Dealer.

.01 Trucks or Other Vehicles Used to Transport Shellstock to the Original

Dealer.

A.

F.

The harvester, or dealer who transports shellstock from the harvester to the
original dealer, shall assure that all trucks used to transport shellstock are
properly constructed, operated, and maintained to prevent contamination,
deterioration, and decomposition.
Storage bins on trucks or other vehicles used in the transport of shellstock for
direct marketing shall be:
(1) Kept clean with potable water or water from an approved area or
conditionally approved area in the open status; and
(2) Provided with effective drainage.
Shellstock shall be transported in adequately refrigerated trucks_or iced when
the shellstock have been previously refrigerated or when ambient air
temperature and time of travel are such that unacceptable bacterial growth or
deterioration may occur.
Prechilling trucks or other vehicles shall be required when ambient air
temperatures are such that unacceptable bacterial growth or deterioration may
occur.
When mechanical refrigeration units are used, the units shall be:
(1) Equipped with automatic controls; and
(2) Maintained at an Capable-of-maintaining-the-ambient air temperature
in the storage area at temperatures of 45° Fahrenheit (7.2° Centigrade)
or less.in the storage area.
Any ice used to cool shellstock during transport shall meet the requirements of
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Chapter X1.02A«. (2).
G. Cats, dogs, and other animals shall not be allowed in any part of the truck or
other vehicle where shellstock is stored.

.02 Receiving Shellfish

A. The dealer shall reject or discard any shellfish shipments which:
(1) Do not originate from a licensed harvester or dealer; and/or
(2) Are unwholesome, inadequately protected, or whose source cannot be
identified.
B. Transportation agents or common carriers used by a dealer are not required to
be certified.
C. The dealer shall:

(1) Inspect incoming shellfish shipments to assure that the shipments are
received under the conditions required in this Chapter;

(2) Place shellstock under temperature control within one (1)2 hours after
receipt from the harvester, or when the dealer is also the harvester,
when shellstock reaches the dealer's facility;

(3) Ensure that shellstock are not permitted to remain without ice,
mechanical refrigeration, or other approved means of lowering the
internal body temperature of the shellstock to, or maintaining it at, 50°
Fahrenheit (10° Centigrade) or less for more than one (1)2 hours at
points of transfer such as loading docks;

(4) Ensure that shucked shellfish and in-shell product are not permitted to
remain without ice, mechanical refrigeration, or other approved means
of maintaining shellfish temperature at 45° Fahrenheit (7.2°
Centigrade) or less; and

(5) Ensure that frozen shellfish remain frozen.

D. For the purpose of this section, temperature control is defined as the
management of the environmental temperature of the shellstock by means of
ice, mechanical refrigeration or other means approved by the Authority.

.05 Shipping Times.

A. Shipping Time is No More Than Four Hours.

(1) When the shipping time is four hours or less, the dealer shall ship all

shellfish:
(a) Well iced; or
(b) Using other acceptable means of refrigeration.

(2) When mechanical refrigeration units are used, the units shall be
equipped with automatic controls and shall be eapable—of
maintaineding the—ambientail—in-the-sterage—area—at temperatures of
45° Fahrenheit (7.2°Centigrade) or less in the storage area.

(3) The dealer shall not be required to provide thermal recorders during
shipment.

(4) Lack of ice or other acceptable types of refrigeration shall be
considered an unsatisfactory shipping condition.

B. Shipping Time is Greater Than Four Hours.

(1) When the shipping time is greater than four hours, the dealer shall ship

all shellfish in:

(a) Mechanically refrigerated conveyances which—are—equipped—with
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the—storage—area—at temperatures of 45° Fahrenheit (7.2°

Centigrade) or less in the storage area; or
(b) Containers with an internal ambient air temperature maintained at
or below temperatures of 45° Fahrenheit (7.2° Centigrade) or less.

(2) Unless the dealer has an approved HACCP plan with an alternate
means of monitoring time-temperature, the initial dealer shall assure
that a suitable time-temperature recording device accompanies each
shipment of shellfish.

(3) The initial dealer shall note the date and time on the temperature-
indicating device, if appropriate.

(4) Each receiving dealer shall write the date and time on the temperature-
indicating device, if appropriate, when the shipment is received and
the doors of the conveyance or the containers are opened.

(5) The final receiving dealer shall keep the time-temperature recording
chart or other record of time and temperature in his files and shall
make it available to the Authority upon request.

(6) An inoperative temperature-indicating device shall be considered as no
recording device.

Recommended Changes to Chapters XI. Shucking and Packing
Requirements for Dealers.
.01 Critical Control Points.

A. Receiving Critical Control Point - Critical Limits. The dealer shall shuck and
pack only:
(1) Shellstock obtained from a licensed harvester who has:
(a) Harvested the shellstock from an Approved or Conditionally
Approved area in the open status as indicated by the tag; and [C]
(b) Identified the shellstock with a tag on each container or transaction
record on each bulk shipment; or [C]
(2) Shellstock obtained from a dealer other than the original harvester who
has:
(a) Shipped the shellstock adequately iced; or in a conveyance at or
below 45°F (7.2°C) ambient air temperature; ander 50°F (10°C)

internal temperature or less; er—in—a—conveyance—capable—of
| . F hellstoct 1 maintain_i
50°F (10°CYerless-[C]; and
(b) Identified the shellstock with a tag on each container or transaction
record with each bulk shipment. [C]
(3) In-shell product obtained from a dealer who has:
(a) Shipped the in-shell product adequately iced; or in a conveyance at
or below 45°F (7.2°C) ambient air temperature; or 45°F (7.2°C)
internal temperature or less; and [C]
(b) Identified the in-shell product with a tag on each container [C]
(©
B. Shellstock Storage Critical Control Point - Critical Limits. The dealer shall
ensure that:
(1) If wet storage in artificial bodies of water is practiced, water quality
meets the requirements outlined in Chapter X.08; and [C]
(2) Once placed under temperature control and until sale to the processor
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or final consumer, shellstock shall be;
(@) Iced; or [C]
(b) Placed and stored in a storage area or conveyance maintained at
45° F (7.2° C) or less; and [C]
(c) Not permitted to remain without ice, mechanical refrigeration or
other approved methods of refrigeration, as required in 8B (1) or §B
(2) for more than 2 hours at points of transfer such as loading docks.
[C]

C. In-shell Product Storage Critical Control Point - Critical Limits. The dealer

shall ensure that in-shell product shall be:
(1) Iced; or [C]
(2) Placed and stored in a storage area or conveyance maintained at 45°F
(7.2°C) or less. [C]

D. Processing Critical Control Point - Critical Limits. The dealer shall ensure
that:

(1) For shellstock which has not been refrigerated prior to shucking,
shucked meats are chilled to an internal temperature of 45° F (7.2° C) or
less within three hours of shucking. [C]

(2) For shellstock refrigerated prior to shucking, shucked meats are chilled
to an internal temperature of 45° F (7.2° C) or less within four hours of
removal from refrigeration. [C]

(3) If heat shock is used, once heat shocked shellstock is shucked, the
shucked shellfish meats shall be cooled to 45° F (7.2° C) or less within
two hours after the heat shock process. [C]

(4) When heat shock shellstock are cooled and held under refrigeration for
later shucking, the heat shocked shellstock shall be cooled to an internal
temperature of 45° F (7.2° C) within two hours from time of heat shock.
[C]

(5) For in-shell product the internal temperature of meats does not exceed
45°F (7.2°C) for more than 2 hours during processing. [C]

E. Shucked Meat Storage Critical Control Point - Critical Limit. The dealer shall
store shucked and packed shellfish in covered containers at an ambient
temperature of 45° F (7.2° C) or less or covered with ice. [C]

(1)I_e dealer—shall—ensure—that Sl_nellsteele that 5 eceived bearing—2
Wﬁ- i th i 0

Recommended Changes to Chapter XII. Repacking of Shucked Shellfish

.01 Critical Control Points.

A. Receiving Critical Control Point - Critical Limits. The dealer shall repack only
shellfish which:
(1) Originated from a dealer who has:
(a) Shipped the shellfish iced, or in a conveyance at or below 45°F
(7.2°C) ambient air temperature; [C] and
(b) Identified the shellfish with a label as outlined in Chapter X.06.
[C]

B. Processing Critical Control Point - Critical Limits. The dealer shall ensure that
repacked shucked shellfish do not exceed an internal temperature of 45° F
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(7.2° C) for more than 2 hours. [C]

C. Shucked Meat Storage Critical Control Point - Critical Limit. The dealer shall
store repacked shellfish in covered containers at an ambient temperature of 45
°F (7.2° C)or less or covered in ice. [C]

D. Shellstock Shipping Critical Control Point Shellstock that is received bearing a
restricted use tag shall only be shipped to a certified dealer and shall include
specific language detailing the intended use of the shellstock.

Recommended Changes to Chapter XI11. Shellstock Shipping

.01 Critical Control Points.

A. Receiving Critical Control Point - Critical Limits. The dealer shall ship or
repack only:
(1) Shellstock obtained from a licensed harvester who has:
(a) Harvested the shellstock from an Approved or Conditionally
Approved area in the open status as identified by the tag; and [C]
(b) Identified the shellstock with a tag on each container or transaction
record on each bulk shipment; or [C]
(2) Shellstock obtained from a dealer other than the original harvester who
has:
(a) Shipped the shellstock adequately iced, or in a conveyance at or
below 45°F (7.2°C) ambient air temperature ander 50°F (10°)

internal temperature er—less—er—in—a—conveyance—capable—of
I . 5 hellstoct 1 maintaini
50°F (10°) or less [C}; and

(b) Identified the shellstock with a tag on each container. [C]

(3) In-shell product obtained from a dealer who has;

(a) Shipped the in-shell product adequately iced; or in a conveyance or
at or below 45°F (7.2°C) ambient air temperature; or 45°F (7.2°C)
internal temperate or less; and [C]

(b) Identified the in-shell product with a tag on each container. [C]

B. Receiving Critical Control Point - Critical Limits. The dealer shall ship or
repack only:
(1) Shellstock obtained from a licensed harvester who has:

(a) Harvested the shellstock from an Approved or Conditionally

Approved area in the open status as identified by the tag; and [C]

(b) Identified the shellstock with a tag on each container or transaction

record on each bulk shipment; or [C]

£5)(2) Shellstock obtained from a dealer other than the original harvester
who has:

(a) Shipped the shellstock adequately iced, or in a conveyance at or

below 45°F (7.2°C) ambient air temperature or 50°F (10°) internal

temperature or less; or in a conveyance capable of lowering the
temperature of the shellstock and will maintain it at 50°F (10°) or less

[C]; and

(b) Identified the shellstock with a tag on each container. [C]

(3) In-shell product obtained from a dealer who has;

(a) Shipped the in-shell product adequately iced; or in a conveyance or

at or below 45°F (7.2°C) ambient air temperature; or 45°F (7.2°C)

internal temperate or less; and [C]

(b) Identified the in-shell product with a tag on each container. [C]
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C. Shellstock Storage Critical Control Point - Critical Limits. The dealer shall
ensure that:
(1) If wet storage in artificial bodies of water is practiced, water quality
meets the requirements outlined in Chapter X.08; and [C]
(2) Once placed under temperature control and until sale to the processor
or final consumer, shellstock shall be:
(a) Iced; or [C]
(b) Placed in a storage area or conveyance maintained at 45° F (7.2°
C) or less; and [C]
(c) Not permitted to remain without ice, mechanical refrigeration or
other approved methods of refrigeration, as required in 88(B (1) or §B
(2) for more than 2 hours at points of transfer such as loading docks.
[C]
D. In-shell Product Storage Critical Control Point - Critical Limits. The dealer
shall ensure that in-shell product shall be:
(1) Iced; or [C]
(2) Placed and stored in a storage area or conveyance maintained at 45°F
(7.2°C) or less. [C]
E. Shellstock Shipping Critical Control Point
(1) Shelistock that is received bearing a restricted use tag shall only be
shipped to a certified dealer and shall include specific language detailing
the intended use of the shellstock.
(2) Should a State be implementing a Vibrio parahaemolyticus or Vibrio
vulnificus Control Plan the dealer shall only ship shellstock that has been
cooled to the temperature outlined in the State Plan.

Recommended Changes to Chapter XIV. Reshipping

.01 Critical Control Points.

A. Receiving Critical Control Point - Critical Limits. The dealer shall reship only
shellfish which:
(1) Originated from a dealer other than the original harvester who has:
(a) Shipped the shellstock adequately iced; or in a conveyance at or
below 45°F (7.2°C) ambient air temperature; ander 50°F (10°C)

internal temperature or less; er-in-a-conveyance-capable-oflowering

tess—{C}-and/or
(b) Shipped the shucked shellfish and/or in-shell product iced or in a

conveyance at or below 45°F (7.2°C) ambient air temperature; [C] and
(c) Identified the shellstock with a tag as outlined in Chapter X.05,
identified the in-shell product with a tag as outlined in Chapter X .07,
and/or identified the shucked shellfish with a label as outlined in
Chapter X.06. [C]
B. Shellstock Shipping Critical Control Point Shellstock that is received bearing a
restricted use tag shall only be shipped to a certified dealer and shall include
specific language detailing the intended use of the shellstock.

Public Health
Significance:

The present Vv and Vp Control Plans of the Model Ordinance include time to
temperature controls which require that shellstock be cooled and maintained at specific
temperatures to limit post harvest growth of Vv and Vp. For these controls to be
effective it is imperative that the shellstock be maintained at the temperatures outlined
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in the Control Plans. The proposed changes to Chapter IX., XI., XIII., and XIV. are
intended to modify present requirements to ensure that these temperatures are
maintained. Recent FDA audits of Vv and Vp Control Plan compliance and reports
from States and the industry suggest that these modifications are necessary.

Cost Information:
(if available)
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