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Journey to Colombia yields new awareness of life
One Cantabrjgianksobering excursion to a beautiful South "%s$:i:
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American country torn by poverty, drugs, and i'iolence " R% ,9" '"u
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by AMY MILLER mdsexnire. Just as Ihave in so many country where violence is part of the lesssay will be, greatly extended." i " 7a""t
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Chronicle Staff cities, I headedinto the streetsto ab- landscape. And they have absorbed Medellin was a caricature of Gal- ;L#' 'n, ::· - "' ,. e. ·, "t! .'
sorb the energy, sights and smells. I the increasing danger like a body braith's warning.
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Iwanted to go to Medellin so I have studied drug policy, and Ihave absorbsand adjusts to toxins. Although the couple hosting m' Q~Wt m
" " iy G' ' : '"..

hcould see the orchids that gave a close Friendfrom Medellin who is This gentle couple that treats me had beenthreatenedby leftist rebels,
.. "rsg,"*ts"' " '
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. ,,this city its nickname and smell now living in Connecticut, so I was like a daughter travels several times it is the cocaine trade and cartels
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the rich aroma of coffee that grows no stranger to the tragic history and a week between their elegant 10th that have fueled Colombian vio" ,a',"¢

K'tc.'· ")' N "" "' " ' "
in surrounding hillsides story of this city of 2 million people floor apartment above the Parquedc Lenee in recent years I wondered g:" J-' 'W
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I wanted to visit a city whose But Medellin is no place for chit- Bolivar to their Renoir-esqe/inca in how much the two were intertwined, w¢ ·s'i ,
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name brings to most minds through- dren. the hills, a SpaniShcolonial country how much poverty fertilizes the ':su
,
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out the world little besides cocaine I had walked beyond where the home where they retreive flowers ground for the cartels. €e> " ' "d". Ap.
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and drug lords, but whose residents men with machine guns stood at and fresh milk the caretakers have In Medellin, a pedestrianwith one

"s'
1'

"' "pn
y

'X ,'

are known in South America as hard least one per comer. I had passed gatheredand prepared
f

leg and a crutch weaseled between
, " "
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and honest workers whose ancestors from the streets lined with shoppers, I could see they did not eel a loss car lanes, vehicles passed regularly 'µ h¢N?:
.
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refused to take on slaves when they flower vendors, clothing stores and of freedom as the garage door on curved, single-lane highways and '"' '-,· '

.
,,~N~=~~~m~m isettled the land in the 17thcentury. restaurants When Ireached the fur- clankedopen, then shut behind people in wheelchairs selling lottery ', ·,,'9
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My resolve to submergemyselfin niture outlets and bars below Calle them. On the way to the finca, with tickets appearedlucky to live at all. k ..
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mthe utterly untold beauty of the 46, I should have known to tum sensual Latin boleros whispering To a North American, life looks ^awNM
home of the world's most famous back from the car radio, el Seiior pointed like a cheap commodity in Colom- , ' ·'"3,
drug cartel was strengthenedseveral The man grabbed the bag from to the parcel where he and his fami- bia. People die daily from unnatural

' ' '
'

days beforehand by a 12-how stay my arms, facing me directly as he ly once lived It was blown up, he causesthat have become natural in -* k ! e . UII~E=in Bogota, Colombia's capital and did so. Don't scream,don't run after said, by guerrillas — rebels angry at their world. Violent deathsare listed ' "" "\ P

contender with Medellin or title as him, several other men warned me. aristocracy like those who are now daily in El Mundo, and the nightly
the hemisphere's most dangerous He'll kill you if you try. I didn't blowing up the electric plants. television news notes that Escobar is :!',,,

. " ' ' i ' l'rt"
city. know if they were helping me, or Like many other Colombians waging war on the county — again mm ·

I was in a bar in the Zona Rosaof him. Either way, I believed them. whose homes were no longer safe, — and the death tally is growing ,«
Bogata, when the piercing black In that minute, my rose-colored this couple has adjusted to an epart- daily.

, ~~~~~m~~ey= of a vibrant young woman fell glasses were gone. A woman who merit in El Centro, where security is I can imagine my hosts watching
on me, a gringo where gringos don't had walked carefree through the city lessof a daily threat. the news this week after two bombs '

tread. Recognizing me as a visitor, by morning, I was afraid to leave From my perch in this Medellin exploded across town in Poblado —
Nlargueritta told me, among other the car to get a new plane ticket and apartment, I remembered the words planted by Escobar, Escobar's enc-
things, that she had been treated change dollars to pesos that after- of John Kenneth Galbraith, the Har· mies or the government. No one
badly when she traveled People as- noon. A visitor who had 12 hours vard economist whom I heard Speak ever knows.
sume, she said, "Iflam Colombian, earlier considered my hosts silly for last fall at First Church Congre&a: Watching the newscast theselife-
Iain bad." She had promised herself locking their car doors in the traffic- tional. l(mF Medellin residents will shake
while in Greece that she would be- filled downtown,I now pleaded In his recent wQrk the "The Cull- their heads, pretty much like my
stow only kindnesson visitors to her with them to roll up the windows ture of Contentment,"Galbraith parents do when CBS brings news
own country. before we left the garage. warned — with a poignancy that of shootings in Harlem, or photos of Reporter Amy Miller sits by the monument to liberator

Thus Margueritta and her In the evening, we drove to the was alarming as I stared at the ven- starvation in Somalia. Simon Bolivar. The marble pedestal, dedicated in 1923, is
boyfriend,an Eye, Ear and Nose nearby town of Enviagado, home of dors, beggarsand pedestriansfrom a By the time I left Colombia, my located in el Parque dc Bolivar in the center of Medellin.
doc, bought me drinks, introduced the Escobars, one of three leading balcony above El Parque Bolivar — view was no longer rational, or in
their Mends and offered to show me Medellin cartel families and site of that the mare equal distribution of perspective. I was frightened by a
their city — the same city that has the country-clubjail from which wealth is not a question of justice, land I could not understand,a world some point or another; it's all a part gration officer, if not kiss the
been victim to several bomb explo- Pablo Escobar ran his army, his car- but ultimately of freedom. Ihadceasedto control. of discovery. ground.
sions creating dozensof fatalities in tel and his empire before he escaped "What is perhaps most certain is On the Avianca plane to Cucuta, a But in my heart, and in their eyes, A day later, as the first beggar ap-
the two weeks since I left. this winter. From here, my hosts the reaction of the community of city near the Venezuelan border, a is the knowledge that Medellin is proaches me back in Harvard

No matter, Margueritta and Gus- took me to Itagiii, "the land of the contentment [the comfortable] to the brother and sister from Medellin be- not the same.The money and pK)wer Square, I avert my eyesand think of
tavo became the first m a long line Ochoas." On the way home, they miseries and violence of the urban friended me. With sorrow for my of drugs, set in a country already Colombia.
of Colombians — cab drivers, po- pointed to the district known as slums and the probable reaction if lost bag, they drove me to the border ripped apart by unimaginable mate- Looking away is a tiny, subtle
lice officers, maitre d's, air plane Poblado which is made up of apart- the violence becomes more ex- and asked whether I'd ever go back rial inequities, have created a soci- move to avoid the truth, to protect
companions, hotel clerks arAl people mm buildings filledwith maficm. treme " Galbraith said hi his 1992 to Medellin, thq city of eternal ety lacking precedent. the fortune m my relative comfort.
on" the street — who made special As we drove through the city, book.' spring. When Avensa flight BOO from But I know more than ever how very
efforts to keep me safe, and to show

,
signs of security Iliad taken =uide Cmlhraithdescribed a kind of--- Yes, of co,

1 told, than. Rob- Caracaslands at Kennedy Airjxm, I delicate are my freedom and my ex-
me a warm and fiiendly Colombia. elsewhere in Latin America — mill- prison defmed by the haves protect- Nries happen to all travelersat feel something that others might call istence, so incrediblypeaceful by

With such an introduction to this tary officers with what I gu~ to ing themselves from the have-nots. patriotism. I want to hug the immi- comparison.
ruggedly beautiful Andes country, I be M-l6s,and street-level steel bars "The first development," he wrote,
stubbornlyquashed signs of the protecting stores and cashiers — "one we can already see, is resort by

poverty, cocaine trafficking and vio- loomed as reminders of my fragile the contented in the larger cities to
knee that have tom Colombia's jus- mortality. ...

the hiring of personal, neighbor-
tice system, cities, reputation and But the older couple hosting me hood or apartment security guards YDU HAVEeconomy to shreds. Determinedly I wanted me to see that their city, like or the escape to the preemptively
headed to Medellin, land of eternal all the world's great cities, is safe if safe suburbs... Something of the
spring 5,405 feet up in the Andes. you know how to move in it. I no samecan now be seen in the modem

Like Mr. Magoo walking blindly long believed them. They have lived American city, and this develop-
throughthechaosof 1ife,lwandered most of a century in Medellin, in a merit could be, and ,me can doubt- GROUNDS TO HOGthrough a land unknown, oblivious
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OFFICE OF THE CITY CLERK
CITY OF CAMBRIDGE

CITY HALL, CAMBRIDGE, MASSACHUSETTS 02139

(617)349-4260
D. MARGARET DRURY FAX (617) 349-4307

"

JOHNE. FLYNN
city clerk February 25?!my/ city clerk

Mr. Russell B. Higley
City Solicitor
City Hall
Cambridge, MA 02139

Dear Russ:

Enclosed you will find a proposed amendment to the Municipal Code of the City of
Cambridge relative to Recombinant DNA Technology which was passed to be ordained at the
City Council meeting held on February 22, 1993.

Also enclosed you will find a proposed amendment to the Municipal Code of the City of
Cambridge entitled "Refuse and Litter" which was passed to a second reading at the City
Council meeting held on February 22, 1993.

Would you kindly review this amendment and indicate your approval or disapproval on
the bottom and return to this office.

Your kind attention in this matter will be greatly appreciated.

Very truly yours,

t= "^7
City Clerk

DMD/dl

Enc. Ordinance # 1148 and First publication # 2612.

c.c. Councillor Wolf, Chair, Committee on Ordinances
,9

? P)
Inspectional Services Commissioner
Birge Albright, Law Dept. APPMJ"ED AS TO FORM

24a>M6gpCC SZ p,i.: .Q>1

. -
I ij—=m—-
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OFFICE OF THE CITY CLERK "
CITY OF CAMBRIDGE

CITY HALL, CAMBRIDGE, MASSACHUSETTS 02139

', (617)349-4260
D. MARGARETDRURY FAX (617)349-4307 JOHN E. FLYNN

city clerk February 25l)u9g!y CITY CLERK
" ' Z

Mr. Russell B. Higley
City Solicitor
City Hall
Cambridge, MA 02139

Dear Russ:

Enclosed you will find a proposed amendment to the Municipal Code of the City of
Cambridge relative to Recombinant DNA Technology which was passed to be ordained at the
City Council meeting held on February 22, 1993.

Also enclosed you will find a proposed amendment to the Municipal Code of the City of
Cambridge entitled "Refuse and Litter" which was passed to a second reading at the City
Council meeting held on February 22, 1993.

Would you kindly review this amendment and indicate your approval or disapproval on
the bottom and return to this office.

Your kind attention in this matter will be greatly appreciated.

Very truly yours,

"' '=" "^7
D. Margaret Drury

City Clerk

DMD/dl

Enc. Ordinance # 1148 and First publication # 2612.

c.c. Councillor Wolf, Chair, Committee on Ordinances
Inspectional Services Commissioner
Birge Albright, Law Dept.
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AN, ORDINANCE
;

L

in .,,apendment to the Municipal Code- of the City of Cambridge

Be it ordained by the City Council of the CitY of Cambridge as follows:

Title 8 of the Code (Health and Safety) is hereby amended by.

striking out Chapter 8 .20 of the Code (Recombinant DNA Technology)
':·

and substituting the following new chapter 8.20:

chapter 8 .20
(a)

·

RECOMBINANT DNA TECHNOLOGY;
..)

Sections:

8 .20. 010 Purpose.
8.20.020 Definitic}ns.
8.20.030 Cambridge Biosafety Committee -Membership - Staf f .

8.20.040 Cambridge Biosafety Committee -Duties and responsibilities.
8.20.050 Permit requirements.
8.20.060 Institutional Biosafety Committees.

8.20.070 Reports .

8.20.080 14edical surveillance program. '

8.20.090 Violation of guidelines - Notification.
8.20.100 Protection against rodents and insects.
8.20.110 Restrictions.
8.20.120 Enforcement.
8. 20.130 Severability.

:
J



P
g

7 "

2
"""\

\ m

t! 8.20'"Qy Purpose.

\ "X.,
j \ \
·' All use of recombinant DNA (RONA) in the city of Cambridge

shall be undertaken only in scrict conformity with the Guidelines

set out in Section 8.20.020, the other requirements of this Chapter
\ .

,..,

and health regulations promulgated by the CambriAge Commissioner of
\ ,

\ .,

Health and'\:P,ospitals (the Commissioner). "."

8.20.020 ijefinitions.
a) "Guidelines" are defined as: ,·

I) National Institutes of Health Guidelines fo'r Research
,,.,,r

Involving Recombinant DNA Molecules as published in the

Federal Register of May 7, 1986.

2) Any amendments, revisions or substitutions subsequent
"")

to the above-referenced guidelines, including, but not limited
.)

to:

Notices of Action under NIH Guidelines for
Research Involving Recombinant DNA Molecules
on August 24, 1987, july 29, 1988, October 26, ·

" 1988, March 13, 1989, March I, 1990, September
12, 1990, july 18, 1991, october 15, 1991,
November 21, 1991, january 23, 1992, and April
22, 1992.

3) Such amendments to (I) and (2) above which are

adopted by the National Institutes of Health (NIH) and

ap?roveci by the Commissioner. Amendments not acted upon by

the Commissioner within sixty days shall be considered

a??zoved. In the event that the NIH shall discontinue or

abolish its guidelines, those guidelines in effect at the time

cf such discontinuance shall remain in effect in Canibzidge.
)
E
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i b) "Person" means an institution, corporatjZ7, firm,I

partnership, association, executor, administrator, guardian,

trustee, agent, organization and any other group acting as a unit,
as well as a natural person. i

C) "Recoiubinant DNA rnolecules" and "organisms and viruses

containing RDNA" are those defined in the Guidelines referred to in

subsection (a)(1) above, and such amendments as may be approved by

the Commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approved.

8.20.030 Cambridge Bi.osafety Committee - Membership - Staff.
A. The Cambridge Biosafety Committee (CBC) (formerly known

as the Cambridge Biohazards Committee) shall be composed of the
m.
',"$ Commissioner or his/her designee, the Chairperson of the Cambridge
_'i

Health Policy Board, or a Board nember designated by the~

Chairperson, and a minimum of three other members to be appointed

by the---City Hanager. The City Manager is authorized to provide for
the adequate staffing of the CBC. Fiembers of the CBC shall be

Special f'funicipal Employees.

B. The C3C and the Commissioner are authorized to retain
competent professional assistance in carrying out their duties
under this Chapter.

c. The salaries and expenses of the staff and consultants of

the CBC under this Chapter shall be apportioned to the persons

holciing permits under Section 8,20.050.

T

;
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8.20.0¢0 Cambrid¢<e Biosafety Committee -] Duties and Responsibilities.
The responsibilities of the CBC shall include:

A. Establishing policies, procedures and criteria to aid in
¶

the implementation of tpiiQ, Chapter.
\
A

\

B. Determining thetnanner in which permit-holders make
'\\"Z'

reports or applications to the CBC, and the type of information

required in such reports or applications. Reviewing reports,
Q

applications and recommendations by the Institutional,giosafety
.

Committees (IBC) and approving them where appropriate"(° carrying

out site visits to permitted facilities.
C. Reviewingmanuals andworker trainingprograms, approving

£'9 hea,lth-safety programs and monitoring the procedures required by
'!

this Chapter.
--t
,g

' D. ijeveloping a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.

8.20.050 Permit reauirements.

All persons proposing to use RDNA must obtain a permit from

the Commissioner with the approval of the CBC. Permit requirements

shall, at a minimum, include written agreement to:
A. Follo'vj the Guidelines 2s defined in this Chapter.

!3. Follow other conditions set forth in this Chapter.

C. Allo'v/ reasonable inspections of facilities and pertinent
records by the CBC.

:
b

.
or

b
0
C
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I D. prepare a Heal:h an"d SatCtQ', Manual which coZains all
" procedures relevant to the use of RDNA at all levels of containment

in use at the facility, and a program for waste disposal in

compliance with all applicable federal, ,state and local laws. the
'. .>

,

Manual shall be submitted to the CBC for review.

E. Establish a training program of 'safeguards and procedures

for personnel using RDNA.

Permits shall be issued and renewed on an annual basis. The

Commissioner niay establish fees for the issuance and ,,,fenewal of
,T

r P "

permits .

8.20.060 Institutional BiosafetY Committees.

The Institutional Biosafety Committees (IBC) shall be

'"'"i esiablished in accordance with the Guidelines, except that the

_.j required composition of each IBC shall include at least one

representative from the surrounding community approved by the

Health ,pol:icy Board. The IE3C shall be the final arbiter within an

institution with regard to the inplementation of this Chapter and

the Guidelines.

8.20. 070 Remorts.

Each holder of a peririit shall f ile regular reports with th,e

CBC, in a manner to be determined by the CBC. All minutes of IBC

meetiry;s must be sent to the Commissioner and the CBC.

3. 20. 080 1·1edica! surveillance rmocram.

Each permit-holder must provide an appropriate medical

surveillance program as determined by its Ii3C and consistent with
! the Guicieiiljus. Lcc:i !jz'c)CL"enl:i z:csj j:.bt? '"':

.

'"'O'v'CA Ly L!lC cejc.
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' 8.20.090 Violation :f aj"idelide^s
- Notif:ication.1

' "" =The permit-holder shall report, within thirty days, to the

ComiUssi.oner and the CBC any significant problems with or

violations of the Guidelines and any, significant RDNA-related
. \:

accidents or illnesses.
' ' '·,

,
\
\

8.20.100" Protection aaainst rodents"".emd insects.

Effective rodent and insect control programs jnust be in place

on premises where RDNA use under this Chapter takes place.

8.20.110 Restrictions. -'

, r.

,;rj¢

A. RDNh use requiring containment defined by the Guidelines

as "BL4" shall not be permitted in Cambridge.

B. Any accidental release which represents a significant"""a

j potential hazard to employees or the public shall be reported to
ii

j the Commtssioner immediately, and in no case more than 24 hours

after the release.

8.20.120 Enforcement.

F.. Any person who violates any provision of this Chapter

shall be subject to a fine OZ three hundred dollars ($300.00) per

violation. Each day of violation shall constitute a separate and

distinct offense.
Z3. Once a permit has been issued, it may be revoked,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CFC, after due notice and

hearing, that the permit-holder has materially failed to comply

a'ith this Chcmter, the Derr?,it acreernents or the Guidelincs.· H

»

j
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.,
!
I
;.
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C. Notwithstanding "the above, the Comniissioner, upon a
.I

.determination that any viola'tion constitutes an immediate and

severe threat to the public health and safety, may order the
immediate closure of any premises or laboratory engaging' in or

.r

contributing to such threat, without prior notice and hearing but

with subsequent notice and hear'ifig.

8.20.130 SeverabilitY.

If any section, subsection, sentence, clause, or portion of

this Chapter is for any reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,

distinct and independent provision, and such holding shall not

affect the validity of the remaining portions thereof.'"'q"

'S In City Council February 22, 1993.
··6
'I
a

" Passed to be ordained by a yea and nay vote:- Yeas 9; Nays 0;
Absent 0.

Robert H. Healy, City Manager.

ATTEST:- D. Margaret Drury
City Clerk
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In the Year One Thousand, Nine Hundred Ninety-Three

' AN ORDINANCE
'\,

,

In amendment to an ordinance entitled "The Municipal Code of the City of
Cambridge." 1·:"

Be it ordained by the CitY Council of the City of Cambridge as follows:

That Chapter 8.24 entitled Rubbish, Garbage and Litter be and hereby is
.

deleted and substituted in place there ot' a new chapter 8.24 entitled
Refuse and Litter.

Passed to a second reading at the City Council meeting held on Feburary 22, 1993
and on or after March 8, 1993 the question comes on passing to be ordained.

ATTEST:- D. Margaret Drury, City Clerk.

NOTE: Pursuant to the provisions of General Laws, Chapter 40, Sec"tion 32A,
Tercentenary Edition, the ordinance as aforesaid which exceeds in length
eight octavo pages of ordinary book print may be summarized for
publication in a newspaper of general circulation in the city with the
further provision that said ordinance may be examined and obtained at the
City Clerk's Office during office hours and that any objection to its
invalidity by reason of any defect in the procedure of adoption may
only be made within ninety days after the posting or the second
publication.

ATTEST:- D. Margaret Drury, City Clerk.
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J " In the Year One Thousand, Nine Hundred Ninety-Three

AN ORDINANCE

In amendment to the !·funU;,ipal Code- of the City of Cambridge

Be it ordained by the CitY Council of the CitY of Cambridge as follows:

Title 8 of the Code (Health and Safety) is hereby amended by

striking out Chapter 8 .20 of the Code (Recoinbinant DNA Technology)
':"

and substituting the following new Chapter 8 .20:

Charjter 8 .20
"J "

'i RECOI4EIINANT DNA TECHNOLOGY
i

..) Sections:

8
.

2 0
. 010 Purpose.

8.20.020 Def initior'.s.
8.20.030 Cambridge Biosafety Committee -Membership - Staf f .

8.20.040 Cambridge Bicisafety Committee -Duties and responsibilities.
13.20.050 t'ermit requirements.
8.20.060 Institutional Biosafety Committees.

8.20. 070 Reports .

8.20.080 Medical surveillance program.
'

8.20.090 Violation of guidelines - Notification.
8.20.100 Protection against rodents and insects.
8 .20.110 Restrictions.
8.20.120 Enforcement.
8.20.130 Severability.
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8.20.QIO Purpose. \ \}
,^Km \ r.

) All use of recombinant DNA (RONA) in the city of Cambridge

shall be undertaken only in strict conformity with the Guidelines

set out in Section 8.20.020, the other requirements of this Chapter
\

'\

and health regulations promulgated by the Cambridge Commissioner of
'

' \

Health and Hospitals (the Commissioner). "." "

8.20.020 Definitions.
a) "Guidelines" are defined as: P

I) National Institutes of Health Guidelines,y)'r Research

Involving P,ecombinant DNA Molecules as published in the

Federal Register of May 7, 1986.

2) Any amendments, revisions or substitutions subsequent
"""'}

to the above referenced guidelines, including, but not limited
%

¢

.} to:
Notices of Action under NIH Guicieliries for
Research Involving Recombinant DNA Molecules
on August 24, 1987, july 29, 1988, October 26, ·

1988, March 13, 1989, March 1, 1990, September
12, 1990, july 18, 1991, October 15, 1991,
November 21, 1991, january 28, 1992, and April
22, 1992.

3) Such amendments to (I) and (2) above which are

adopted by the National Institutes of Health (NIH) and

approved by the Commissioner. Amendments not acted upon by

the Commissioner within sixty days shall be considered

approved. In the event that the NIH shall discontinue or

abolish its guidelines, those guidelines in effect at the time

of such discontinuance shall remain in effect in Cambridge.

i
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j b) "Person" means an institution, corporatu?, firm,
i
J

partnership, association, executor, administrator, guardian,

trustee, agent, organization and any other group acting as a unit,

as well as a natural person.
C) "Recombinant DNA molecules" and "organisms and viruses

containing RDNA" are those defined in the Guidelines referred to in

subsection (a)(1) above, and such amendments as may be approved by

the Commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approved.

8.20.030 Cambridqe Biosafety Committee - Membershir) - Staff.
A. The Cambridge Biosafety committee (CBC) (formerly known

as the Cambridge Biohazards Cominittee) shall be composed of the
E*

Commissioner or his/her designee, the Chairperson of the Cambridge
A
3 Health Policy Board, or a Board member designated by the~

Chairperson, and a minimum of three other members to be appointed

by the city Manager. The city Manager is authorized to provide for
the adequate staffing of the CBC. Members of the CBC shall be

Special Municipal Employees.

B. The CBC and the Commissioner are authorized to retain

conpetent professional assistance in carrying out their duties

under this Chapter.

C. The salaries and expenses of the staff and consultants of

the CBC under this Chapter shall be apportioned to the persons

holding permits under Section 8.20.050.

;
\
}

i
f
i
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/ 8.20.040 '\ Cambridge Biosafety Ccminittee -j " Mities and Responsibilities. -m~

.#

The responsibilities of the CBC shall include:

A. Establishing policies, procedures and criteria to aid i.n
\

the irnplementiition of this Chapter.
,

,
,
\

B. Determining the manner in which permit-holders make

reports or applications to the CBC, and the type of information

required in such reports or applications. Reviewing reports,
t

applications and recommendations by the Institutional.Biosafety
Committees (IBC) and approving them where appropriate'(' carrying

out site visits to permitted facilities.
C. Reviewingmanuals andworker training programs, approving

":'c, health-safety programs and monitoring the procedures required by

,'2 this Chapter.
iig

D. Developing a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.

8.20.050 Permit requirements.

All persons proposing to use RDNA must obtain a permit from

the Commissioner with the approval of the CBC. Permit requirements

shall, at a minimum, include written agreement to:
A. Follow the Guidelines as defined in this Chapter.
!3. Follow other conditions set forth in this Chapter.

C. Allow reasonable inspections of facilities and pertinent
records by the CBC.

N

;,
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D. prepare a Health and Safety y.anual which contaies allt
C

) \,
' procedures relevant to the use of RDNA at all levels of containment

in use at the facility, and a program for waste disposal in

compliance with all applicable federal, state and local laws. the
\
..,

..

Manual shall be submitted to the CBC for review.

E. Establish a training program of safeguards and procedur'es

for personnel using RONA.

Permits shall be issued and renewed on an annual basis. The

Commissioner nay establish fees for the issuance anci.,,fenewa1 of
, m'r

permits.

8.20.060 Institutional BiosafetV Committees.

The Institutional Biosafety Comnittees (IBC) shall be
'"'-")1

; established in accordance with the Guidelines, except that the
'i recmired composition of each IBC shall include at least one

., t +

representative from the surrounding community approved by the

Health Policy Board. The IBC shall be the final arbiter within an

institution with regard to the implementation of this Chapter and

the Guidelines.

8.20.070 Rerjorts.

Each holder of a permit shall file regular reports with the

CBC, in a manner to be determined by the CBC. All minutes of IBC

meetings must be sent to the commissioner and the CBC.

8.20.080 F'fedical surveillance Droaram.

Each permit-holder must provide an appropriate medical

surveillance program as determined by its IBC and consistent with
i the G"aiaeliiies. Ecc!i !,.L"Ogi.-....a R",uSi- be apµroved Ly Ll)C CBC.
I

rr
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1 El .2Q. 090 Violation of Guidelines - Notification..i r.

-! "aeF'7~

"' The permit-holder shall report, within thirty days , to the
V

Commissioner and the CBC any significant problems with or

violations of the Guidelines and any significant RDNA-related
»

I . r'

accidents or illnesses.
.

I
6

8.20.100 F'rotection aqainst rodents and insects.

JUfective rodent and insect control programs must be in place

on premises where RONA use under this Chapter takes place.
r

0

8
.

2 0
. 110 P,estrictions. f"

,,., r"

A. RONA use requiring containment defined by the Guidelines
V «a

as "BL4" shall not be permitted in Calrlbridge.

B . Any accidental release which represents a signif icant. b .

'"'j

potential hazard to employees or the public shall be reported to
~
·3

.

'

the Commissioner immediately, and in no case more than 24 hours

after the release.
f

8 .20.120 Enforcement.

A. Any person who violates any provision of this Chapter

shall be subject to a fine of three hundred dollars ($300.00) per

violation. Each day of violation shall constitute a separate and

distinct offense.
B

. Once a permit ha s been issued, it may be revoked ,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CBC, after due notice and

hearing, that the permit-holder has naterially failed to comply

with this Chapter, the permit agreements or the Ciuidelines.
'S
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. Notwithstanding "d;he above , the Commissioner, upon a
'X

b

\ .aA=_-

' determination that any violation constitutes an immediate and

severe threat to the public health and safety, nay order the

immediate closure of any premises or laboratory engaging in or\
'0

V

P 1

.

contributing to such threat, without prior notice and hearing but\.

b

\ ,
~with",subsequent notice and hearing.

8. 20.130 Severability.

If any section, subsection, sentence, clause, or portion of

this Chapter is for any reason held invalid by any court of

competent jurisdiction, such portion shall be deemed a separate,

distinct and independent provision, and such holding shall not

affect the validity of the remaining portions thereof.i:ZZ!
L!

' ;;'¢y"'

' In City Council February 22, 1993.
.:4'

. «'
"" Passed to be ordained by a yea arid nay vote:- Yeas 9; Nays 0;

Absent 0.

Robert bl. Healy, City Manager.

ATTEST: -
Dw Margaret Drury

City Clerk
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! In the Year One Thousand, Nine Hundred Ninety-Three

AN ORDINANCE
,

In amendment to the Municipal Code- of the City of Cambridge

Be it ordained by the City Council of the CitY of Cambridge as folkws:

Title 8 of the Code (Health and Safety) is hereby amended by

striking out Chapter 8 .20 of the Code (Recombinant DNA Technology)
"m

and substituting the following new Chapter 8. 20:

Chapter 8 .20
Cg

'

RECOMBINANT DNA TECHNOLOGY
.V

'Z
3

.y Sections:

8 .20. 010 Purpose.
8.20.020 ' Definitions.
8. 20. 030 Cambridge Biosafety Committee -f'iembership - Staf f .

8 .20. 040 Cambridge Biosafety Committee -jjuties and responsibilities.
8.20.050 t'ermit requirements.
8.20.060 Institutional Biosafety Committees.
8 .20. 070 Reports.
8.20.080 Medical surveillance program. '

8 .20.090 Violation of guidelines - Notification.
8.20.100 Protection against rodents and insects.
8 . 20.110 Restrictions.
8 .20.120 Enforcement.
8 .20.130 Severability.
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\) 8.20.010 Purpose.

\t ·\J
All use of recombinant DNA (RDNA) in the city ofaambridge

shall be undertaken only in strict conformity with the Guidelines

set out in Section 8.20.020, the other requirements of this Chapter
L

andhealth regulations promulgated by the Cambridge Commissioner Of

Health and Hospitals (the Commissioner). "."

8.20.020 Definitions.
a) "Guidelines" are defined as: .r

I) National Institutes of Health GuidelineZy"r Research

Involving Recombinant DNA Molecules as published in the

Federal Register of May 7, 1986.

2) Any amendments, revisions or substitutions subsequent
a!:'b' '1|

to the above-referenced guidelines, including, but not limited
?

' 'J to :
-..

Notices of Action under NIH Guidelines for
Research Involving Recombinant DNA Molecules
on August 24, 1987, july 29, 1988, October 26,

" 1988, March 13, 1989, March I, 1990, September
12, 1990, july 18, 1991, October 15, 1991,
November 21, 1991, january 28, 1992, and April
22, 1992.

3) Such amendments to (I) and (2) above which are

adopted by the National Institutes of Health (NIH) and

approved by the Commissioner. Amendments not acted upon by

the Commissioner within sixty days shall be considered

approved. In the event that the NIH shall discontinue or

abolish its guidelines, those guidelines in effect at the time

of such discontinuance shall remain in effect in cambridge.
F
"A"
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: b) "Person" means an institution, corporatkLn, firm,
j partnership, association, executor, administrator, guardian,

trustee, agent, organization and any other group acting as a unit,
as well as a natural person.

c) "Recombinant DNA molecules" and "organisms and viruses
containing RDNA" are those defined in the Guidelines referred to in
subsection (a)(1) above, and such amendments as may be approved by

the Commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approved.

8.20.030 Cambridqe Biosafety Committee - Membership - Staff.
A. The Cambridge Biosafety Committee (CBC) (formerly known

as the Cambridge B:iohazards Committee) shall be composed of the
e ,i:z

'.t Commissioner or his/her designee, the chairperson of the Cambridge
iii

_:,

Health Policy Board, or a Board member designated by the

Chairperson, and a minimum of three other members to be appointed

by the city Manager. The City Manager is authorized to provide for
the adequate staffing of the CBC. Members of the CBC shall be

Special Municipal Employees.

B. The CBC and the Commissioner are authorized to retain
competent professional assistance in carrying out their duties
under this Chapter.

C. The salaries and expenses of the staff and consultants of

the CBC under this Chapter shall be apportioned to the persons

holding permits under Section 8.20.050.

a
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8.20.040 Cambridge Biosafety Committee -,} Duties and Responsibilities. —
.

ThC responsibilities of the CBC shall include:

A. Establishing policies, procedures and criteria to aid in

the implementation of this Chapter.

B. Determining the manner in which permit-holders make

reports or applications to the CBC, and the type of information

required in such reports or applj.cations: Reviewing reports,
P

applications and recommendations by the Institutional.Biosafety
Committees (IBC) and approving them where

appropriatet"" carrying

out site visits to permitted facilities.
C. Reviewingmanuals andworker trainingprograms, approving

't:gj health-safety programs and monitoring the procedures required by

this Chapter.3·f'j.

-
D. Developing a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.

8.20.050 Permit requirements.

All persons proposing to use RDNA must obtain a permit from

the Commissioner with the approval of the CBC. Permit requirements

shall, at a minimum, include written agreement to:

A. Follow the Guidelines as defined in this Chapter.

B. Follow other conditions set forth in this Chapter.

C. Allow reasonable inspections of facilities and pertinent

records by the CBC.
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D. prepare a Health and Safety Manual which contains all!

' procedures relevant to the use of RONA at all levels of containment

in use at the facility, and a program for waste disposal in
compliance with all applicable federal, state and local laws. the

Manual shall be submitted to the CBC for review.

E. Establish a training program of safeguards and procedures

for personnel using RDNA.

Permits shall be issued and renewed on an annual basis. The

Comniissioner may establish fees for the issuance anci,,,fenewa1 of

permits.

8.20.060 Institutional Biosafety Committees.

The Institutional Biosafety Committees (IBC) shall be
:...:i?,s,

'.::
! established in accordance with the Guidelines, except that the
K

';j8
q? required composition of each IBC shall include at least one,G'".;

representative from the surrounding community approved by the

Health Policy Board. The IBC shall be the final arbiter within an

institution with regard to the implementation of this Chapter and

the Guidelines.

8.20.070 Rerm:ts.
Each holder of a permit shall file regular reports with the

CBC, in a manner to be determined by the CBC. All minutes of IBC

meetings must be sent to the Commissioner and the CBC.

8.20.080 Medical surveillance proqram.

Each permit-holder must provide an appropriate medical

surveillance program as determined by its IBC and consistent with
!

the Guidelines. Such µL"acjj"ams i.".ciSi. be approved Ly t-he CBC.
7j
·";
':'
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8.2>Q.090 Violation of Guidelines - Notification.'3 ""
:a
""

The permit-holder shall report, within thirty days, to the

Commissioner and the CBC any significant problems with or

violations of the Guidelines and any significant RDNA-related
i

accidents or illnesses.
L

8.20.100'" Protection aqainst rodents and insects.

Effective rodent and insect control programs must be in place

on premises where RDNA use under this Chapter takes place.

8.20.110 Restrictions. ,,·'
,,.,r"

A. RDNA use requiring containment defined by the Guidelines

as "BL4" shall not be permitted in Cambridge.

B. Any accidental release which represents a significant'"'"":2
' 1\

?. potenttal hazard to employees or the publim shall be reported to
.J

the Commissioner immediately, and in no case more than 24 hours

after the release.

8.20.120 Enforcement.

A. Any person who violates any provision of this Chapter

shall be subject to a fine of three hundred dollars ($300.00) per

violation. Each day of violation shall constitute a separate and

distinct offense.
B. Once a permit has been issued, it may be revoked,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CBC, after due notice and

hearing, that the permit-holder has materially failed to comply

\,'ith this Chapter, the permit agreements or the Guidelines.
':.G
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C. Notwithstanding"the above, the commissioner, upon a
t "".

.
" §

determination that any violation constitutes an immediate and

severe threat to the public health and safety, may order the
immediate closure of any premises or laboratory engaging in or

L

contributing to such threat, without prior notice and hearing but
\

\

with subsequent notice and hearifig.

8.20.130 Severability.

If any section, subsection, sentence, clause, or portion of

this Chapter is for any reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,

distinct and independent provision, and such holding shall not

affect the validity of the remaining portions thereof.¢9
):

; In City Council February 22, 1993.

"'" Passed to be ordained by a yea and nay vote:- Yeas 9; Nays 0;
Absent 0.

Robert W. Healy, City Manager.

ATTEST:- D. Margaret Drury
City Clerk

t,
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'f I' IAnda B. Wolfe
P'""" 15 Raleigh Road

Belmont, MA 02178,m-""' ,"" ;i e" "? "^
7 February 1993 '"'" "" """ "' "" """

Margaret Drury
City Clerk
795 Massachusetts Ave.
Cambridge, ma 02139

Dear Ms. Drury:

please accept my testimony supporting revisions to Chapter 8.20,
Recombinant DNA Technology. I have worked in Cambridge in research
laboratories or related fields since 1976.

It is appropriate to reconsider the basis of the Cambridge RDNA

Ordinance in the light of the knowledge and experience of the last 16

years. In the 1970'S there was concern that recombinants would
display "super characteristics" which would render them difficult to
control. Cambridge reacted to this by passing an Ordinance which
required more safeguards than the federal guidelines. Experience has
shown that recombinant organisms display predictable characteristics
and that the risks associated with manipulating them are those of the
parent organisms. Not only are the risks predictable; but also
controllable. There has been no recombinant DNA related harm or
injury to personnel during this time. The technology has shown an
exceptional safety record.

Over the years the federal guidelines have changed in response to
safety feedback and advances in technology. For example on july 18,
1991, the National Institute of Health adopted Good Large Scale
Practice (GLSP) Guidelines. GLSP affects businesses producing
products and research institutions engaged in training process
development sci.entists. GLSP cannot be adopted in Cambridge under the
current Ordinance. Cambridge may feel it has no responsibility to
those commercial institutions, despite the increased tax base and real
estate improvements. However, the current Ordinance also places
unnecessary restrictions on the people of Cambridge in that they
cannot take full advantage of the benefits of recombinant DNA
organisms in products and in high school training laboratories.
Biotechnology lab exercises are currently taught in surrounding
Communities' schools, however, not in Cambridge partly due to the
overly restrictive ordinance.

Public safety is adequately guarded by the federal standards.
Cambridge is no safer than Arlington or North Carolina where the
federal guidelines are followed without the extra precautions required
in Cambridge. Please vote to accept the revision of the rdna
Ordinance. It will improve the climate for business and education in
Cambridge while maintaining public safety.

!oDur,s,,t7',
jr,1/~ ,

m

_V"
,

Linda B. Wolfe -



Consent Communications #6

Supporting DNA Ordinance

In City Council.

February 22, 1993
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CITY OF CAMBRIDGE
Russell El. Higley Office of the City Solicitor Diane Wynshaw-Boris

City Solicitor City Hall Legal Counsd

,
795 Massachusetts Avenue

Donald A Drisdell .
Laura H. Yager

Deputy City Solicitor Cambridge, Massachusetts 02139 Legal Counsel

Michael C. Costello
Tel. (617) 349-4121

Linda A. Stamper

Assistant City SoIic'Ror Fax. (617) 349-4307 Legal Counsd

Birge Albright Arthur J. Goldberg
Legal Counsel Legal Counsel

Gail S. Gabriel
Legal Counsel

August 5, 1992

TO: Donald A. Drisdell
FROM: Birge Albright BA
RE: Amendments to chapter 8 .20 of the Code

Recombinant DNA Technoloc'fY

Recently , at the request of Dr. Chalfen , I drafted an

ordinance which amends Chapter 8 . 20 of the Code (Recombinant DNA

Technology) . This ordinance, which was based on a draft prepared

by Dr. chalfen, . yas submitted to the city council on Aiigust 3,

1992.

In this memorandum, I will go through the current Chapter 8 . 20

and explain how each section has been amended.

8 . 20. 010 purpose

In this section , the words "the other requirements of this

Chapter" have been added.

8. 20 .020 Guidelines

The title of this section has been changed to Definitions.
The def initions of "Recombinant DNA molecules" and "organisms

and viruses containing RDNA" have been amended to reflect recent
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amendments to the NIH Guidelines. The phrase, "such amendments ©D.

as may be approved by the Cambridge Biohazards Committee" has been

amended to read, "such amendments as may be approved by the

Commissioner". The sentence, "Amendments not acted upon by the

Commissioner within sixty days shall be considered approved" has

been added.

The definition of "institution" has been eliminated.

The definition of "Guidelines" has been amended to refiect
recent amendments to the NIH Guidelines. In paragraph C(4), the

phrase "approved by the Cambridge Biohazards Committee" has been

amended to read "approved by the commissioner", and the following

new sentence has been added: "Amendments not acted upon by the

Commissioner within sixty days shall be considered approved'L

The following new definition of "person" has been added:

an institution, corporation, firm,
partnership, association, executor,
admjnNjtrator, guardian, trustee, agent,
organization and any other group acting as a
unit, as well as a natural person.

8.20.030 Cambridge Biohazards committee -Established - Membership

Title changed to Cambridqe BiosafetY Committee - Membership -
staff.

A. Eliminated

B. becomes A. Add a new sentence at the end: "Members of

the CBC shall be Special Municipal Employees".

C. becomes B. substitute "authorized" for "empowered".

D. becomes C. Substitute "persons" for "institutions".
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8.20.040 Cambridge Biohazards committee -Duties and responsibilities
Title changed to Cambridqe BiosafetY Committee - Duties and

responsibilities.
A. Remains essentially unchanged.

B. Eliminated.

C. Eliminated.

D. becomes C. Substitute "procedures required by thiS
Chapter" for "procedures required by Section 8.20.010, 8.20.01.0

(sic), 8.20.030 and 8.20.050 through 8.20.110 of this chapter".

E. becomes B. Substitute "permit-holders" for
"institutions" and "permitted" for "institutional".

F. becomes D. Paragraph has been shortened.

8.20.050 Permit - Required

Title changed to Permit requirements.

In the first line, substitute "persons" for "institutions".
r - ·

C. Substitute "reasonable inspections" for "inspection'C

D. At the end of the first sentence, substitute "facility"
for "institution", and add: "and a program for waste disposal in
compliance with all applicable federal, state and local laws'C

At the end of the section, add the following new paragraph:

Permits shall be issued and renewed on an
annual basis. The Commissioner may establish
fees for the issuance and renewal of permits.

8.20.060 Institutional Biosafetj' Committee - Membership

Title changed to Institutional Biosafety Committees.

Strike the first sentence and replace it with the following:
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The Institutional Biosafety Committees
(IBC) shall be established in accordance with
the Guidelines, except that the required
composition of each IBC shall include at least
one representative from the surrounding
community approved by the Health Policy Board.

8.20.070 Institutional Biosafety Committee -Meetinqs - Report Filinq

Title changed to Reports.

This section has been rewritten to read as follows:
Each holder of a permit shall file regular

reports with the CBC, in a manner to be
determined by the CBC. All minutes of IBC
meetings must be sent to the Commissioner and
the CBC.

The meaning of the section remains the same.

8.20.080 Screeninq and testinq for puritY

Title changed to Medical surveillance proqram.

The section entitled Screeninq and testinq for puritY has been

eliminated, and section 8.20.090 and all subsequent sections have

been renumberpcj·.

8.20.090 Medical surveillance proqram

This section is now 8.20.080.

The first sentence has been rewritten as follows:
Each permit-holder must provide an

appropriate medical surveillance program as
determined by its IBC and consistent with the
Guidelines.

The meaning remains the same.

8.20.100 Violation of Guidelines - Notification
This section is now 8.20.090.

Substitute "permit-holder" for "institution".

.
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8.20.110 Protection aqainst rodents and insects

This section is now 8.20.100.

Old section:

The premises in which rdna is used must be
totally and completely free of rodent and
insect infestation.

New section:

Effective rodent and insect control
programs must be in place on premises where
RDNA use under this Chapter takes place.

8.20.120 Larqe-scale operations - Special permit required

Title changed to Enforcement.

The section entitled Larqe-scale operations - Special permit

required has been eliminated.

8.20.130 Restrictions
This section is now 8.20.110.

Old section:

A. RDNA use classified by the guidelines as
requiring p3 physical containment and
biological containment greater than HV2 shall
not be permitted without prior approval of the
CBC. RDNA use requiring P4 containment shall
not be permitted in the city.
B. There shall be no deliberate release into
the environment, that is, the sewers, drains
or the air, of any organism containing
recombinant DNA and further that any
accidental release shall be reported to the
Commissioner of Health and Hospitals within
five days.

New section:

A. RDNA use requiring containment defined by
the Guidelines as "BL4" shall not be permitted
in Cambridge.

.
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B. Any accidental release which represents a
significant potential hazard to employees or
the public shall be reported to the
Commissioner immediately, and in no case more
than 24 hours after the release.

8.20.140 Violation - Penalty

This section is now 8.20.120, and the title has been changed

to Enforcement.

Old section:

A. Violation of the conditions of this
chapter shall subject the violator to a fine
of two hundred dollars per day and in addition
the facility in which the violation occurs may
be closed by the Commissioner of Health and
Hospitals. Each day of violation shall
constitute a separate and distinct offense.
B. once a permit has been issued it may be
revoked by the Commissioner of Health and
Hospitals only upon a determination (subject
to judicial review) by the CBC and the
Commissioner of Health and Hospitals after due
notice and hearing, that the institution
involved has materially failed to comply with
the City ordinance, the permit agreements or
the guidelines (not withstanding reasonable
noticC'anci an opportunity to correct such
failures to comply with the provisions of this
chapter).

New section:

A. Any person who violates any provision of
this Chapter shall be subject to a fine of
three hundred dollars ($300.00) per violation.
Each day of violation shall constitute a
separate and distinct offense.
B. Once a permit has been issued, it may be
revoked, suspended, modified or not renewed by
the Commissioner only upon a determination by
the Commissioner and the CBC, after due notice
and hearing, that the permit-holder has
materially failed to comply with this Chapter,
the permit agreements or the Guidelines.
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C. Notwithstanding the above, the
Commissioner, upon a determination that any
violation constitutes an immediate and severe
threat to the public health and safety, may
order the immediate closure of any premises or
laboratory engaging in or contributing to such
threat, without prior notice and hearing but
with subsequent notice and hearing.

The following new section has been added:

8.20.130 SeverabilitY.

If any section, subsection, sentence, clause, or portion of
this Chapter is for any reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,
distinct and independent provision, and such holding shall not
affect the validity of the remaining portions thereol

ORD#3\DNA\DAD.mo
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/—> Chapter &20 defined in the National Institutes of Health Guide-
) lines promulgated m the Federal Register on No-

"" RECOMBINANT DNA TECHNOLOGY vember21, 1980, and such amendments thereto as

may be approved by the Cambridge Biohazards

Sections: Committee.

&20.010 Purpose. B. An institution is any single individual, group
820.020 Guidelines. of individuals or organization.

&20.030 Cambridge Biohazards C. "Guidelines" are defined as:

Committee—Established— 1. National Institutes of Health Guidelines for
Membership. Research Involving Recombinant DNA Molecules

&20.040 Cambridge Biohazards published in the Federal Registerof November 21,

Committee—Duties and 1980;

responsibilities. 2. National Institutes of Health Physical Con-

820.050 Permit—Required. tainment Recommendations for large-scale use of
&20.060 Institutional Biosafety organisms containing recombinantDNA molecules

Committee—Membership. as published m the Federal Register of April ll,
&20.070 Institutional Biosafety 1980;

Committee~Meetings—Report 3. Administrative Practices Supplement to the

filing. National Institutes ofHealthGuidelinesforResearch

&20.080 Screening and testing for Involving Recombinant DNA Molecules as issued

purity. by the Office of Recombinant DNA Activities,

8:20.090 Medical surveillance program. November, 1980;

8.20.100 Violation of guidelines— 4. Such amendments to subsections Cl, C2 and

i Notification. C3 of this section adopted by the National Institutes

8.20.110 Protection against rodents and of Health as may be approved by the Cambridge

insects Biohazards Committee. In the event that the Nation-

&20.120 Large-scale operations—Special al Institutes of Health shall discontinue or abolish

permit required. their guidelines, those guidelines in effect at the

8:20.130 Restriction& time of such discontinuance shall remain in effect
8.20.140 Violation—Penalty. in the City. (Ord. 955 (part), 1981: prior code §

11-7(1))

8.20.010 Purpose.

All use of RDNA by institutions in the City shall 8:20.030 Cambridge Biohazards
"be undertaken only in strict conformity with the Committee—Established—

guidelines set out in Section 8.20.020 of this chap- Membership.

ter, and in conformity also with such other health A. A Cambridge BiohazandsCommittee ("CBC")

regulations as the Commissioner of Health and shall be established for the purpose ofoverseeing all

Hospitals may from time to time promulgate. (Ord. use of RDNA in the City md of advising the Com-
955 (part), 1981: prior code § 11-7(11)) missioner of Health and Hospitals and the Health

Policy Board.

8.20.020 Guidelines. B. The CBC shall be composed of the Commis-

In the context of this chapter the following defini- sioner of Health and Hospitals or his/her designee,

tions are adopted: the Chairperson of the Health Policy Board or a
- A. Recombinant DNA molecules (RDNA) and board memberdesignated by the Chairperson and a

organisms and viruses containing RDNA are those minimum of three other

\_.

g)
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members to be appointedby the City Manager. F. Developing a procedure for members of
The City Manager is authorized to provide for institutions where RDNA is used to reportto the
the adequate statRng of the CBC. CBC violations of this chapter, the guidelines or

C. TheCBC and the CommissionerofHealth any other health regulations as the Commis-
and Hospitals are empowered to retain compe- sioner of Health and Hospitalsmay promulgate.,

tent professional assistance in carryingout their (Ord. 955 (part), 1981: prior code § 11-9))

duties under this chapter.

D. The salaries and expenses of the staffand 8.20.050 PCrmit—Required.

consultants of the CBC under this chapter shall All institutions proposing to use RDNA must
be apportioned to the institutions holding per- obtain a permit from the Commissioner of
mitts under this chapter. (Ord. 955,(part), 1981: Health and Hospitals with thC approval of the

prior code § 11-7(III)) CBC. Permit requirements include written
agreement to:

A. Follow the guidelines;
8.20.040 Cambridge Biohazards B. Follow other conditions set forth in this

Committee—Dutiesand chaptcf
responsibilities. C. Allow inspection of facilitiesand pertinent

Specific responsibilities of the CBC shall records by the Cambridge Biohazards Commit-'
include: tee;

A. Establishingpolicies,proceduresandcrite- D. Prepare a health and safety manualwhich
ria to aid in the implementation ofthe ordinance contains all procedures relevant to the use of
codified in this chapteF 'RDNA at all levels ofcontainment in use at the

B. Approving all amendment to the guide- institution. The manual shall besubmittedto the
lines before their implementation in the City. In Cambridge Biohazards Committee for review;
the event that the National Institutes of Health E. Establish a training program ofsafeguards
discontinues or abolishes their guidelines, those and procedures for personnel using RDNA,,
guidelines in effect at the time ofsuch discontin- (Ord. 955 (part), 1981: prior code § 11-7(IV))

uance shall remain in effect in the City;
C. Reviewingall proposals for RDNA use in 8.20.060 Institutional Biosafety Committee—

the City for compliancewith the guidelines and Membership.
conformity with such other regulations as the The Institutional Biosafety Committee
Commissioner of Health and Hospitals may ("IBC") required by the National Institutes of
from time to time promulgate; Health Guidelines shall have at least one mem-

D. Reviewing manuals and worker training ber who is a nondoctoral person from a labora-

programs and approvinghealth-safety programs tory technical staff and one representative
and monitoring procedures required by Sections approved by the Health Policy Board. The IBC
8.20.010, 8.20.010, 8·.20.030 and 8.20.050 shall be the final arbiter within an institution,
through 8.20.110 of this chapteZ with regard to the implementationofthis chapter

E. Determining the manner in which institu- and the guidelines. (Ord. 955 (part), 1981: prior
tions make reports or applicationsto the CBC, code § ll-7(V))
and the type of information required in such

reports or applications. Reviewing reports, 8.20.070 Institutional Biosafety Committee—
applicationsand recommendations by IBC and Meetings—Reportfiling.
approving where appropriate. Carrying out site All minutesof the IBC meetings must be for-

6s?di;: , visits to institutional facilities; warded to the Commissioner of Health and
\
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Hospitals and the CBC. It shall also be the those stated in Sections 8.20.010, 8.20.020,

responsibility of the institution to file regular 8.20.030 and 8.20.050 through 8.20.110 of this "K_y

reports with the Cambridge Biohazards Com- chapter.

mittee, in a manner to be determined by the B. All institutions mustobtainaspecial large-
CBC. (Ord. 955 (part), 1981: prior code § scale permit ("LS permit") horn the Commis-
11-7(VI)) sionerofHealth and Hospitals with the approval

oftheCBC, aftertthheCommissionerandtheCBC
8.20.080 Screening and testing for purity. have conducted an appropriate public hearing.

Institutions using RDNA shall perform ade- LS permit requirements include written agree-

quate screening to insure the purity of the strain ment to:

of host organisms used in the experiments and I. Identify clearlyall large-scaleRDNA use in
shall test organisms resulting from such experi- the IBC minutes;

ments for their resistance to commonly used 2. Develop procedures through the IBC for
therapeutic antibiotics. (Ord. 955 (part), 1981: monitoring of large-scale operations, for com-'
prior code § 11-7(VII)) pliance with this chapter and the guidelines.

These procedures shall be approved by the CBC
8.20.090 Medical surveillance program. and the Commissionerof Health and Hospitals.

All institutions are to provide an appropriate 3. a. Allow an annual inspection and review

medical surveillance program as determinedby of the procedures and practices of large-scale

thelnstitutionalBiosafetyCommitteeforallper- RDNAuse forcompliance with thischapter. The
sons engaged in the use of RDNA. Such pro- scope of this inspection and review shall be

grams must be approved by the CBC. (Ord. 955 mutually agreed upon by the institution and the

(part), 1981: prior code § 11-7(VIII)) CBC. S"""""

b. TheCBC shall retain a professionally com-
U,.~-)

8.20.100 Violation of guidelines— petent person, personS, agency or institution to
Notification. perform this inspection and review. The results

The institution shall report within thirty days shall be reported to the CBC, the Commissioner
to the CBC and the CommissionerofHealthand of Health and Hospitals and the institution
Hospitals any significant problems with or vio- involved
lations of the guidelines and any significant c. The institution shall reimburse the City for
RDNA related accidents or illnesSes. (Ord. 955 the expense ofthis inspectionand review includ-

"

(part), 1981: prior code § I1-7(IX)) ingan apportionmentofthesalariesofthe staffof
" the CBC under su6sections B and C of Section

8.20.110 Protectionagainst rodents and 8.20.030 of this chapter.
insects. 4. Establish a- health-safety program for

The premises in which RDNA is used must be appropriate employees. Such a program is to
totally and completely free of rodent and insect include safety training, periodic retraining and
infestation. (Ord. 955 (part), 1981: prior code § periodic health surveillanca Details and pro-
11-7(X)) cedures are to be established by each institution

and approved bythe CBC and the Commissioner
8.20.120 Large-scale operations—Special of Health and Hospitals.

permit required. 5. Advance approval must be given by the
A. All institutions using RDNA on a "large- CBC for large-scaleuses of RDNA requiring P2

scale," as defined in the guidelines, must adhere or P3 physical containment. (Ord. 955 (part),
,to the requirements ofthis section in addition to 1981: prior code § 11-B)) (i'.'-."j
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i- -. 8.20.130 Restrictions.
.

dollars per day and in addition the facility m which
.

' A. RDNA use classified by the guidelines as the violation occurs may be closed by the Commis-
requiring P3 physical containment and biological sioner of Health and Hospitals. Each day of viola-
containmentgreater than HV2 shall not be permitted tion shall constitute a separate and distinct offense.

without prior approval of the CBC. RDNA use B. Once a permit has been issued it may be

requiring P4 containment shall not be permitted in revoked by the Commissionerof Health and Hospi·-
the City. tals only upon a determination (subject to judicial

B. There shall be no deliberate release into the review) by the CBC and the Commissioner of
environment, that is, the sewers, drains or the air, of . . . .

. . . .
Health and Hospitals after due notice and hearing,

any organism containing recombinant DNA and

further that any accidental release shall be reported that the institution involved has materially failed to

to the Commissionerof Health and Hospitals within comply with the City ordinance, the permit agree-

five days. (Ord. 955 (part), 1981: prior code § merits or the guidelines (not withstanding reasonable

ll-lO)) notice and an opportunity to correct such failures to

comply with the provisions of this chapter). (Ord.
8.20.140 Violation—Penalty. 955 (part), 1981: prior code § ll-ll))

A. Violation of the conditions of this chapter

shall subject the violator to a fine of two hundred

"b
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MWRA closes window on biddi g process
MWRA, from page 1 1984 to handle the state's sewer and eluding Kalwall. Founded 38 years prohibits so-called "proprietary" Kalwall whic-iexcluded competi- validate the contracts held by

water operations. It is an indepen- ago, Kalwall claims the largest share specifications that can be met by tors who use Tedlar i.e. all competi- Kalwall, Dupont and BP Chemicals

The e feet of the MWRA'S action dent authority, empowered to sell of the national market and has been only one firm. tors, the MWRA,according to the filed vigorous objections.

was to c_ose out competition for the bonds and enter into contracts. involved in state work in Mas- The only circumstance that can statute, woulci Pave had to believe Wilson, in a letter to L&I, said

work. Kalwall was granted all six The MWRA'spurpose was to or- sachusettssince the 1970s. legally justifya proprietary spec is a that Tedlar-cotted units were so in- Dupont was deeply distressed" by

contracts to provide and install pan- ganize and bring about a federal The major fiberglass panel manu- written findingby the contracting ferior that "for sound reasons" it the MWRA'sdecision and tbe L&I
els in ea:ly and mid-l991. court ordered cleanup of Boston facturers, with the single important authority of "sound reasons in the was "in the pi-Elic interest" to pro- ruling. He charged that the letters

The way Kalwall obtainedthe rela- Harbor. The cost of the cleanup, exceptionof Kalwall, coat their public interest."(For example, a hibit their use·
t,,

cited by the MWRA were quoted

tively sn-all contractsfor the window conservatively estimated to be more product with "Tedlar,"a patented written finding that a specific deter- At the L&I _:-aring, the MWRA "out of context" and used in a'mis-

panels et Deer Island underscores than $3 billion, is borne almost en- Dupont polymer which, among other' gent with unique biodegradable produced copi:zs of two letters from leading way.
questiow about the performaice of tirely by ratepayersin the 61 Eastern things, insulates against ultra-violet' qualities satisfies the "sound rea- Dupont whicii accordingto the He also asserted: "This ruling is

the MWRA in its managemen:of the Massachusetts communities of the light and inhibits discoloration. son" exemption from the competi- MWRA, indizae "problems with now being used to influence other

largest and most expensive public MWRA district. ' tive bidding law could justifya pro- Tedlar." The P1JVRAtestified it was specifications throughout the US."

works pmject of its kind in thenation. Because water and sewer bills IN 1991, the MWRAissuedspecs prietary specfor a cleaning agent.) Metcalf and Edcy, its design consul- BP Chemicals, which makes pan-
Hundreds of contracts the size of here are among the highest in the for six contracts for installation of· The MWRAmade no such find- tant for the B=ton Harbor cleanup els coated with Tedlar, warned the

Kalwall's havebeenor are aijojtto be nation, the performanceof the translucent windows in buildings to ing in publishing contract language project, that recmlmended prohibit- commonwealth of "serious concerns
awardedby the independentau_hority. MWRA is a major concern to citi- be constructed for the harbor, for translucent windows; indeed, the ing Tedlar (ard therefore competi- that have arisen in the translucent

Privatelyowned by the Keller zensand the businesscommunity. cleanup on Deer Island. The specs MWRA has denied that the specs tion for the cc.rtracts), and that the panel industry," since the L&I ml-
brothers, Kalwall is a major corpora- The Kalwall contract and other re- excluded products coated with Ted-, for the Deer Island window work two letters "sa"'ed as the basis" of ing that allowed Kalwall to keep its

tion within the translucent panel m- cent developmentshave raised ques- lar. Contained within the pages of were proprietary. that decision Ejt the MWRA. MWRAcontracts.

dustry, with a large and growing tions about the MWRA's operation. the lengthy specifications is the fol- The MWRA took that position However, ihz letters, copies of "The Kalwall Corporationhas

share of themarket. Kalwall hasbeen Last month, evidence was pub- lowing paragraph foreach contract: ' Nov. 1, 1991, in a hearing before the which have te=n obtained by the been using the Department of Labor

notably successfiilrecently in %tain- lished that showed the MWRA's "The exterior faces shall have a state Department of Labor and In- Chronicle, ma-tc no reference to the and Industries decision to discredit"

ing governmentcontracts,not xily in long-held and controversial determi- self cleaning thermoset acrylic ure- dustries. L&I was conducting an in- fieldor benchtests ofTedlar, nor do BP wall and skylight products
Massachusetts,but nationwide. - nation to build a sludge dump in thane surface molecularly bonded vestigation into a complaint brought they contain _nformation remotely "throughoutAmericanmarkets,"

Kalwall has obtained contracts Walpole posed a threat to the town's under factory controlled conditions, against the MWRA by a Kalwall relevant to the Deer Island projects. wrote BP Chemicals vice president

for work at Treasure Island Naval drinking water. Tests that produced minimum thickness 1.2 mills thick, competitor that had effectively been In fact, the le-ters provide no basis Larry Wentz.

Station m California; Sheppad Air the evidence had been deemed un- hilly field restorable ifwom or dam- prevented by the anti-Tedlar Ian- for a judgmmit against Tedlar, After chastising L&I for a deci-

Force Base m Texas; the sta:e Cor- necessaryby the MWRA. aged.Tedlar film is not acceptable.", guage in the specs from bidding on which has been widely accepted as sion "devoid of any substantive

rectionel Institute at Some:set in On Jan. 25, the Boston Herald re- The wording of that paragraph in the contracts. the industry star_dard for the exterior technological justification," and in-

Pennsykania; a Veterans AGminis- ported that the state attorney gener- the MWRAspecsis virtually identi- protection of panels for more than stead based on 'letters taken out of
tration hospital and an elementary al's office was conducting a criminal cal to the wording of the proposed L&I REJECTEDthe MWRA's 15 years. context," Wentz said L&I :'could

school Li Arkansas; and, the Univer- investigation into the performanceof specs written by Kalwall and found claim that the specs were "generic" One letter, vritten in 1980, was better serve the public interest by

sity of Georgia SpaceCenter. '

a Quincy firm operating under no- in an internal Kalwallmemo to its and its argument that the contract, two paragraPu in length. In it, a examining the detrimental effects a

In all instances,the contract spec- bid contracts with the MWRAworth specification writers, dated January, therefore, was not proprietary. Dupont marke-: ng representative, ruling such as this has had on com-

ificatiorscontained language virtu- more than $3 million for hauling 1991. (The only difference:The "...that generic description con- writing to Kalwall President petition in the marketplace through

ally identical to that used by the gravel to Deer Island. MWRAinexplicably addedthe word tains an express prohibition against Richard Keller, did nothing but re- its misuse by Kalwall."
MWRAand written by Kalwall. But the creationofconhactswhich "thickness" to Kalwall's Specs.)

r
using Tedlar

...
and Kalwall is the spond inforlnEn," to a question about When asked if he was aware that

In an interview, Bruce Keller. repre- benefited Kalwallhas implications The final sentence— "Tedlar rihn only manufacturer which does not warrantees. beyond the MWRA, government

senting Kalwall, acknowledged his beyond Massachusetts.Two industry. is not acceptable" — was the key; its use Tedlar,"concluded Sheila L. The secord letter, written in contracting agenciesnationally were

company created the specs edopted giants, BP Chemicals and Dupont, presencein the MWRAspecseffec- Morton, senior counsel to L&I. In 1986,was fiVe paragraphslong. In it using the anti-Tedlar language in
by the MWRA. He said Le was have alleged in letters to the com- tively ensured Kalwall monopoly her legal opiniorj, She found that the a senior techn_c&1 services specialist, specs, Kalwall'sBruce Keller said,

proud of Kalwall's success,which monwealth that Kalwall is using the statuswith the authority. As a result, specswere, in fact, proprietary. Donald D. Wi-s2n (now retired), re- "Right. We hope so."

he attributed to a superior product MWRA'S action to "discredit" com- the MWRAleft itself no way to de- However, L&I decided against sponding to a request, offered a He said BP's and Dupont's com-

and hard work petitors' products and "influence" termine the fairness of the price of "imposing the draconian remedy of competitor o Kalwall informal plaint reflected frustration over
He said his company's repitation other contracts 'Wiroughoutthe US." the work to be done by Kalwall or rebidding the projecte" Morton guidance in tLe field repair of Ted- Kalwall's recent successes. "The

is that "the Kellers are a bunch of Kalwall's competitors use BP and overall quality of the proposal. based that ruling on her inding that hr-coated shets. customer is not getting screwed. It's
bastards.We have to be. We 3perate Dupont products to produce their To prevent excessive charges to the MWRA, when askedat the hear- The procec&, Dupont's Wilson free choice. People can do what they

within the law. But we're very ag- translucent windows. the commonwealth and encourage ing, had presenteda casethat "mini- wrote, "is mu± the same as is com- want."

gressive." In Massachusetts and nationally, fair access to state work, Masg- mally" met the legal standard to jus- monly done 71 automotive refinish Retired Boston Globe re-
the field of major comjktitors offer- sachusetts general law Chapter 30, tify proprietary language (which the shops." porter Bi§i Coughlin a3sist-

THEMWRA is a creature of the ing industrial window panels is section 39M(b), written to ensure MWRAhad denied it had written.) Late last F"b"uairy, approximately ed in the development of
state legislature which creatM it in small — no more than a handful, in- open competition forstate contracts, To rationalizethe contract for 12 weeks afte-r L&I declined to in- this story.

Food For Free to buy refrigerated van Wb_sh motions rejected

Food For Free has been sc- year grant of $12,000 to purcjtase its pared food donations — a categorY efficiency," said Janet Murray, a b i ellow councilors
lected as one of 24 food first refrigerated truck. The truck of food that it could not actively so- Food For Free staff member. "One

rescue programs nation- will be an improvement over the un- licit without a refrigerated vehicle of the notions that is very important
WALSH, "rom page 1 ' ket value.

wide for 1993 funding m the second refrigerated cargo van the program due to health-safety concerns. ThC to us is that there is so much food . .' '

f · · But Vice Mayor Ed Cyr raised
phaseof a hunger relief initiative by currently uses or food pickups and foundation's grant matches funds out there and so many people going . . . .

The UPS Foundation, the charitable deliveries. ?reviously raised by the committee hungry. That is one of the contradic- Citing the p?pular trend as hav- questions on the order's legality.

arm ofUnited ParcelService. With the truck, the committee .or the purchaseof the truck tions that we are trying to correct," ing "prot and cons," Walsh And with councilors supporting

The Cambridge-based Food For will be able to increaseits collection "This grant allows us to carry Founded in 1980, the Food For urged the b:cjy to put the issue anotherorder by Councilors Alice

Free Commitee, Inc., will use a one- and distribution of high-quality pre- greateramounts of food withgreater Free Committee is one of the oldest to a vote. Wolfand Toomey that askedfor a

prepared and perishable food pro-
Not sumrisingly, the council special legislation package that

- grams in the nation. ' quickly ex i_iguishedthe motion, targeted tax-exempt universities,

In 1992, the committee distribut- with only .3FeilaRussell support- Walsh's motion was doomed.

ed approximately 350,000 pounds of ing WalSh s effort. Rather than take three strikes,

I Iq
P

surplus perishable food. This food .

"Term 1 mits are already in Walsh called it a night by tabling

ht was received from 16 donors and place. TEe voters have that his third order. That, a request to

GRADE A
0 ^ GRADE A distributed to 30 agencies. In 1993, power in their hands," said hold city council meetings every

0 0

h 8
.

TURKEY a 0 p

CHICKHV the committee hopes to distribute Councilor T_n Toomey. first and thlrd Monday of each

DRUM- 39¢ DRUMSTICKS 49¢ 375,000 pounds of surplus prepared Once r=j=cted, Walsh tried month and use ttiC other sessions

·
OR THIGHS lb. "d perishable food. again witP e motion to tax uni- for public hearings, is on tap for

STICKS lb. ' Through its Prepared and Perish- "ersity-ovr:ed property that is next week

, thin SLICED
I

FRESH, GRADE a able Food Program initiative,The currently a%-exempt. The idea, But a week's wait probably

.
CHICKEN 249 "

SUPER SPEC',vAL PERDUE UPS Foundation has supported ,h, said Wals-i, would be to create won't do the measure any good,

FRESH, grade A ROASTING G9¢ ' development and expansion of p,0-
legislation which would tax uni- not with the provision Walsh in-

"
CUTLETS lb. LEAN CENTER

lb, " grams that provide safe, effective "ersity re4 2state not used for duded calling for councilors to
'

m
C1UCKEN

· and efficient channels for redis- educationd "r housing purposes. cut their own salaries in half to
L" thin sliced CUT PORK

1 89
CHlCKbv 49¢ ,

?'ibu'ing surplus cooked and fresh The tax ra e he added, ;oui'jbe hire additional council support

': STORE 269 CHOPS
lb.

'WINGS 1,,
CO ONIAL BONELESS

,,
oods to people in need. based on ZG percent of air mar- staff.

L' BAKED HAM lb HAM 2" lb.
.

·
FREE 5lb. wl 2Oqq FRESH, GRADE A FRESH, GRADE A BACON j48 lb, .

" POTATOES
purchase

CHICKEN thin sliced '

.,
BREAST CHICKEN ¢ OVEN V

TAX' " "
"THINSLICED DRUMSTICK59¢ LEG 39

lb ROASTED 299 0

AMERICAN 1 99 THIGH QUARTERS TURKEY lb

COMBINATION BREAST · ·cheese
, , ,a File your Federal Income Tax Return with us

' -" " ' 1'-· -'i · "' 111?2,,, electronicallyand g2t your refunds, FAST!
FOR O"LY $25.00

,

.
' ' 0 " 0 0

I
· " 0 (For an additional $5.: ) we pick-up and deliver)

i '. ',
.

A','," ;, A

I
0 ' "

.

Need your return jmpared? Let one of our
' ,' ' "" ' :. °':

, . .. .,. . ., experienced,professional preparers do it0 · : : " " " " ". .
0 0 0

· - "_ 0 0 P ' - i : 0 " for prices that ere lower than most.
750 ML FEBRUARY BARGAIN BUYS 750 ML

KAHLUA 11" BACARDI RUM 7" OFC CANADIAN 7" GET YOUR REFUND IN DAYS
JACKDANIELS 11" ¢=BRANDY 7" aav0 GOLD 10' NOT WEEKS O MONTHS WITH

CANADIAN CLUB S:EBASTIANI NUYEN'S 999Q'cgregorscotch15?}Q

'"'"""'"'·"" VODKA "a' TAX" _
_

" COUNTRY G" ¢ALJFORN|A¢ELLARS G'g

9==rG99 proprietor 5" a'aiuima'^"" 8"
GLEN ELLEN 379 BERINGER 449 =""" 499 Professioml - Fast- Convenient
ALL EXCEPT MERLOT "OM' WHITE ZINFANDEL "°" RED OR WHITE "°"
ZUg¶EIsE'1299SglgNA ::.39 ='auk"489 ,

Call (617) 674-14 0 or 1-800-998-1040

24"12 OZ. BOTTLES 12 PACK BOTTLES · 12 PACK CANS '

, .. ,. , . , . ~ . .. . . , , , , ., ,. , . ,
See next week's paµr for more information

'0" '0· '· °· " ' · ' = ' °"" ' ' °"' "" r
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Journey to Colombia yields new awareiiess of life
One Cantabr@iank sobering excursion to a beautiful South :%1""?;' :4%i its,. 'g; 'ys:¢'[&" .g"

American country torn by poI)erty, drugs, and violence ::",.',, i.;'"" " ' ,", "4 E ;

r .u ' ' 'f ,?' 't'N

by AMY MILLER and secure.Just as I have in so many country where violence is part of the less say will be, greatly extended." c's' w. .µ,
Ch ronicle Staff cities, I headedinto the streetsto ab- landscape. And they have absorbed Medellin was a caricature of Gal- ,: 'k#R ' -- '

. " ' ' "·. "" " ' '

sorb the energy, sights and smells. I the increasing danger like a body braith's warning. 8.5:^ ,,C s:
;';"s""'

.

':' · '-'w 4
wanted to go to Medellin Sc. I have studied drug policy, and Ihave absorbsand adjusts to toxins. Although the couple hosting me ·" +4e¢yZ! ,;1'.""-

RIcould
see the orchids that gave a close Mend from Medellin who is This gentle couple that treats me had been threatenedby leftist rebels, ' ;<&" :" '

.. ' ' e
this city its nickname and smz:ll now living in Connecticut, so I was like a daughter travels several times it is the cocaine trade and cartels j:a'

,y,
-, 7p" , ' '"!¢4 "'N' I

the rich aroma of coffee that grows no stranger to the tragic history and a week between their elegant 10th that have fueled Colombian vio- ^;t. y"h:
·,

,

"

.

'7 ,ijj 't:.!

m surrounding hillsides. story of this city of2 millionpeople. floorapartment above the Parque dc knee in recent years. I wondered *2 uP...
, "y ., . ,,' 4 '

,I wanted to visit a city whcse But Medellin is no place for chit- Bolivar to their Renoir-esqefnca in how much the two were intertwined, ~2
t ¥; " ' ' ' ""' INN '

name brings to most minds throu;;h- dren. the hills, a Spanish colonial country how much poverty fertilizes the ' 2.·. g "
' " I

'

,,
out the world little besides coca-ne I had walked beyond where the home where they retreive flowers ground for the cartels. 'E$ "'

,'?1'

h . "' , k '·'X

,and drug lords, but whose reside-its men with machine guns stood at and fresh milk the caretakers have In Medellin, a pedestrianwith one ' "tS
'

N

are known in South America as hard least one per comer. I had passed gatheredand prepared'

f
leg and a crutch weaseled between ·

'
'

"

,
'q ·

W

md honest workers whose ancest)rs from the streets lined with shoppers, I could see they did not eel a loss car lanes, vehicles passedregularly uA 4

r. .
.

.
,, .,

' '

.. ,
,

refiised to take on slaves when tPey flower vendors, clothing stores and of freedom as the garage door on curved, single-lane highways and Rp ' .'
,. ,W ~&~E~~~—' '

»

settled the land in the 17thcentur'. rotaurants. When I reached the fur- clanked open, then shut behind people in wheelchairs selling lottery ." "' ,.n ,.m ,·,.2 . ,, ,
.

jk'

,My resolve to submergemysel in niture outlets and bars below Calle them. On the way to the Inca, with tickets appearedlucky to live at all.
xC,

, ,.,, ,.
,

I m
the utterly untold beauty of he 46, I should have known to tum sensual Latin boleros whispering To a North American, life looks "
home of the world's most famous back from the car radio, el Seiior pointed like a cheap commodity in Colom- .·,

"'eS ' '
':

,

F {i· #
drug cartel was strengthenedsev·-ra1 The man grabbed the bag from to the parcel where he and his farm- bia. People die daily from unnatural
days beforehand by a 12-how say my arms, facing me directly as he ly once lived It was blown up, he causesthat have become natural in "' '

i ll~|!!=in Bogota, Colombia's capital _nd did so. Don'tscream,don't run after said, by guerrillas — rebels angry at their world. Violent deathsare listed
k

g

contender with Medellin or title as him, several other mm warned me. aristocracy like those who are now daily in El Mundo, and the nightly ,
'

the hemisphere's most danger bus He'll kill you if you try. I didn't blowing up the electric plants. television news notes that Escobar is *r -· ' i

city. know if they were helping me, or Like many other Colombians. waging war on the country — again ':r'&H
I was in a bar in the Zona Ros4of him. Either way, I believed them. whose homes were no longer safe, — and the death tally is growing ,. a

Bogata, when the piercingblack In that minute, my rose-colored this couple has adjusted to an apart- daily.

eyes of a vibrant young woman feii glasses were gone. A woman who merit in El Centro, where security is I can imagine my hosts watching

on me, a gringo where gringos dm't had walked carefreethrough the city lessof a daily threat. the news this week after two bombs
tread. Recognizing me as a vis-tor, by morning, I was afraid to leave From my perch in this Medellin exploded across town in Poblado —
Margueritta told me, among o_her the car to get a new plane ticket and apartment, I remembered the words planted by Escobar, Escobar's enc-
things, that she had been trected change dollars to pesos that after- of John Kenneth Galbraitlb the Har- mies or the government. No one
badly when she traveled. People as- noon. A visitor who had 12 hours vard economist whom I heard speak ever knows. —-
sume, she sUL "If lam ColomEiW earlier considered my hets silly for last fall at First Church Cbngrega- Watching the newscast,theselife-

' '
"

I am bad." She had promised herself locking their car doors in the traffic- tional. lonG Medellin residents will shake
while in Greece that she would be- filled downtown,I now pleaded In his recent worlg the "The Cull- their heads, pretty much like my i

stow only kindnesson visitors tc her with them to roll up the windows ture of Contentment,"Galbraith parents do when CBS brings news
own country. before we left the garage. warned — with a poignancy that of shootings in Harlem, or photos of Reporter Amy Mi Ier sits by the monument to liberator

Thus Margueritta and her In the evening, we drove to the was alarming as I stared at the ven- starvation in Somalia. Simon Bolivar. The marble pedestal, dedicated in 1923, 18

boyfriend,an Eye, Ear and Nose nearby town of Enviagado, home of dors, beggarsand pedestriansfrom a By the time I left Colombia, my located in el Parq.ie dc Bolivar in the center of Medellin.
doc, bought me drinks, introduced the Escobars, one of three leading balcony above El ParqueBolivar — view was no longer rational, or in
their friends and offered to sho+ me Medellin cartel families and site of that the more equal distribution of perspective. I was frightened by a
their city — the same city that has the country-clubjail from which wealth is not a question of justice, land I could not understand, a world some point or another; i 3 all a part gration officer, if not kiss the

been victim to several bomb ei'plo- Pablo Escobar ran his army, his car- but ultimately of fieedcm. I had ceasedto control. of discovery. ground.
sions creating do of fatalities in tel and his empire before he escaped "What is perhaps most certain is On the Avianca plane to Cucuta, a But in my heart, and L _heireyes, A day later, as the first beggar ap-
the two weeks since I left. this winter. From here, my hosts the reaction of the community of city near the Venezuelan border, a is the knowledge that -Cdellin is proaches me back in Harvard

No matter. Margueritta and 3us- took me to Itagiii, "the land of the contentment [the comfortable] to the brother and sister from Medellin be- not the same. The mone- aid power Square, I avert my eyes and think of
tavo became the first in a long line Ochoas." On the way home, they miseries and violence of the urban friended me. With sorrow for my of drugs, set in a couK-"y already Colombia.

of Co%nnt'"n' :;" ?mve"·lp°" poir-ted to the district known as slums and the probable reaction i' lost bag, they drove me to the border 'ipped apart by unimagT=ble mate- Lookingaway is a tiny, subtle
lice officers, Qaitt'd's:air ry ane Pot'.ado which is made up of apart- the violence becomes more ex- and asked whether I'd ever go back rial inequities, have ere M a soci- move to avoid the truth, to protect
compmicms, b»el Clerks md pqoe~IIcpir

',
1992 to Medellin, lhe city of eternal etytacking pmcedcnt' i ' ttje fwmne irrmTTumve comfort.

on the street —
\wbo iii? dc s;ppga1 t"; we drove through the city, book spring. When Avensa fligl- BOO from But I know more than ever how very '

efforts'lo kc cp
·mC

me, .L ,,d to Shcyw si« ofsecurity I had taken in stride Galbraith described a kind OZ Yes, of course, I told theuL Rob- Caracas lands at Kenneb Airport, I delicate are my freedom and my ex-
me a warm mid friendly Co,oinbia. elsewhere in Latin America — mill- prison defined by the haves protect- beries happen to all travelersat feel something that oth=might call istence, sc) incredibly peaceful by

With such an introduction [t this tary officers with what I guessedto ing themselves from the have-nou. patriotism. I want to hi-g the immi- comparison.
rugg@y beautiful Andes counuy, I be M-l6s,and street-level steel bars "The first development," he wrote,
stubbornlyquashed signs o the protecting stores and cashiers — "one we can already see,is resort by
poverty, cocaine trafficking anc vio- loomed as reminders of my fragile the contented in the larger cities to '

i

}

knee that have tom Colombia' ; jus- mortality.
...

the hiring of personal, neighbor-
lice system, cities, reputatior and But the older couple hosting me hood or apartment security guards
economy to shreds. DeterminMl, I wanted me to see that their city, like or the escape to the preemptivel, ,YOU AVE
headed to Medellin, land of e emal all the world's great cities, is safe if safe suburbs... Something of the
spring 5,405 feet up in the Anc-"s. you know how to move in it. I no same can now be seen in the modem ?. 7' i ' '

!

Like Mr. Magoo walking b indly longbelievedthem. They have lived American city, and this develop- GR ,UNDS TO HOG
!

through the chaosof life, I wan:iered most of a century in Medellin, in a ment could be, and one can doubt-
i

through a land unknown, oblivious i

, . \! I
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attorney should file a written appearance and sponsoredtN your petitioner,as prcMdedW the

4
answer in said court at Boston on or before the General Laws, Chapter 210, Section 3, as most

- g. 15th day of March 1993 or you may be forever recentn amended.
...

Or you could share it with Doni chuck it all because
· 3 barred from claiming that such foredosure is If you desire to 04ect thereto,you or your attor-

' . .. " invalidundersaid act ney shouldfile a writtenappearancein said Court a fr)end by starting a gift you havenl been able
" · .

Witness,ROBERTV. CAUCH0N,ChiefJustice at Cambridgebefore ten o'clock in the forenoon subscription. ..,.' " to find the kind of local coverageA

t n,
of sad Court this28th day ofJanuary1993. on the 31st day of March 1993, the returnday of

,
you want.

CharlesW. Trombly,Jr. Mis citation. The Cambridge Chronicte

rQTY OF CAMBRIDGE Recorder Witness Sheila E. McGovern, Esquire, First has awakened new .
', The Cambridge Chronicle

NOTICEOF A PUBLICHEARING (C)Feb.4 Judge of said Court, this 15th day of january
promise and opportunities .

" "
" :t?:·

'. has it for you at just 33-cents
Notice is hereby given, pursuant to th9 prwi- #22475

. 1993.

sions of the WetlandsPr'oteclionAc!, M.3.L ch. DonnaM. Lambert for the inquisitive reader. . , an issue when you take
131, sec. 40, that the Cambridge Consmation '

'
Register

i

'

advantage of our special
Commission will hold a public hea ing on ? . -

(C}Jan.28,Feb.4,11 Every week, the Chmnh 0 introductory rate: 14
Wednesday, February 10, 1993 at 7:30 p.m. in " "' #23032 reports on arts & entertain-

. months for the 12-month
© r- ·the Second Floor Conference Room, City Hall

'

ment in The Line, business ·"µ ' price of $20.
Annex,57 lnmariStreet. % " "

, . · V · academgs, and technobgy in
The hearing will consider a reques for an ' COMMONWEALTHOF MASSACHUSETTS The Edge, and bed opinion .ij

..

...';

Amended Order of Conditicmsfor DEP "lie No. '""' Middlesex ss. Probate Court No. 9202167-01 . ' ·Uq,cz,,,
123-Bl by the managementof the Fresh Pond CTY OF CAMBRIDGE Shka Salih Plaintiff at Its best m The Slant. -.

:,2.:§

' Golf Course. The applicant has proposM addi- Tmffk mdParkhg vs. .,,--
S: ';j.

.t.tional drainageimprovementwork along .he ninth
By Kx¢8of tN pwermed in me by Spc'cid bkuria Neurhissien Defendant ,. .-i.-""--

fairwayat the golf course,locatedon FrE$h Pond
Act of the Lmi$latmof 1961 (Chaµer 455),1 To theabove-namedDefendant:

. r"""""""""""""
" '""' '

" " " "" " " " " " " "1
I' Reservation.The work would occur on me Bank

hemby amendbe Traffic Rqgulatbns of tho CM A complaint has been presenbedto this Court
and in BufferZoneof Little FreshPond.

,f Camthdgeby addingthe folbwi® mgulalion. by your spouse,ShifaSalih,seekingadivorce. rr 0
· mm= (iO & &Mi&Ms S & g?(3a] (iiEq?: 14 months for the I

CWes of the applicant's Notice of lrient and REGULATIONNO.93·02 You are required to serve upon Shifa Salih, I 12-month priceof $2W Please start renew my weekly Iaddihonalmalerialsare availablefor revkw at the RegulationNo. 664 Scheduk 6A"Pwking Pro" plainuff,whose addressis 808 MemorialDr., Apt
.

"
Conservation Commission's office, E7 lnm"

hiHted At AJl Times On Certdn Sides OfCortain 850S, Cambridge,MA 02139your answeron Or I subscription. Please begin a gift s_tiscrription for ihe name/address attached. I
Street,secondfloor,349-4680-

Stmts,Tow Awqy Zone" is hcMN amended ty before April 20, 1993. If you fail to do sq, the I(C)Feb.4 aOdingbe fdkming; Courtwill proceedto the hearingand adjudication
#22469 Columba smt, east side, 442'N of Cam· of this action. You arealso required to hie a copy I

NAME I
txidge Strootd 466N of Cambridge~. of your answer in the ofhoeof the Registerof this I I

.
THECOMMONWEALTHOF This %Ulation shall take effect 10 Febmary Courtat Cambridge.

MA$SACHU$EII$ 1993. Witness,Sheila E. McGcivern,Esq.,FirstJudge I ADDRESS I
LAND COURT PROMLA.GATEDDATE

'

of said Courtat Cambridge.
DEPARTMENTOFTHE TRIAL CC"jRT .kan.13,1m Jan.26,1993

(SEAL) ' Case N[ .189061 ~TC'O - DonnaM. Lamber' I TOWN STA7E ZIP
To Irene Splagounias, Trustee of M and B Traffc Dimoc Registerof Probate

, IRealtyTrustand all personsentitledto 'ne benefit (C)Jan.28FdA,1i (C)jan.28,Feb.4,11 "'

of the Soldiers' and Sailors' Civil Re ef Act of #23039 #23014 '. I SIGNATURE i I
1940 as amended: National Bank 0 Greece, P

t' S.A.; claimingto be the hol¢lerofa morgage coy-

- ering real property in Cambridge, ihddle,ex COMMONWEALTHOF MASSACHUSETTS . . . -- . .. . .-.--..-..
I Paymentenclosed Pleasebill me Pleasecharge: MC VISA I

County at 50 Regent Street given by Irene Middlesex, ss. Probate Court Case '
' " " \ .' I

Splagourks, Trustee of M and B Rea_yTrust to No. 92AD013·T1 ' ,'" .'
, ,.

MA '\ cardno. expires I
National Bank of Greece, S.A., dale ; May 22, To the alleged father of parts unknown reµ+

'

··u·· , ?·"'y
'

\, r-
r" ["_1989,recordedwith M;dd!esexRegisr of Deeds sented to be the fatherof Baby Boy Bukovnlk, a " - " '· A A i I t

[
I

7
L

i r ] I(ScwthemDistrict)at Book 19835,Pay 339, has minor child reoeivedby the AdONon Gcinter,Inc " 0 " I
filekjwith said court a complaint for e athority to under the provisions of General Laws, Chapier

. ' ' -.

I

I' .
119, Seclion23.

i.' '%+- 'foredcse satd mortgage in the marine fdlowtr'g'
A pehbonhas been µesented to said Court by

.
?

.
P

by,:ntry and possessionand exercise )f powe' of
J,dith Muuioli Bdley, ExecuUveDirectorof Cam- ·

. . ,.,,.,,
""" ' I \ MAIL TO: CAMBRIDGE CHRONICLE, CIRCULATI@N DEPT.

, PO BOX 192, IPSWICH, MA 01938 I

I' you a'e en',:!ed to the benef,tsof t-ie Soldiers' b'idge praying that sdd Court estabkh that the ·

..

' " "

: Sa'k:'s' CivC Relief Act of 1940a amended consent of said alleged father shall not be
.
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· ¶

,,,, ,,,,,, ,, ,,,, ,,,=,,,, ,,, ,, ,,,,
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FOURTEENCAMBRIDGE CENTER,CAMBRIDGE,MA 02142 · 617-252-9200 0 FAX 617-252-9617

BICEEN

My Name is Susan Lee. I

am the Manager of Environmental Health and Safety
and Biosafety Officer at Biogen, I would like to thank you for the opportunity
to give Biogen's support of the proposed amendment to the rDNA Ordinance
at this time.

Biogen is one of the original permitholders in Cambridge and our relalionship
with the Cambridge Biohazards Committee has been an effective one. Biogen
nas grown from a research "boutique" employing fewer tt"ian 20 people ir)

4984 to a company just shy of being a fully integrated pharmaceutical
manufacturer employing more than 330 people, We sell drug ond vaccines
through our licensees generating the "r"evenues To conlinue building the """ "

business. We are in the clinic testing the next generation of Biogen products
and we are building the facilities to manufacture medicine here in

Cambridge, The Cambridge rDNA Ordinance did not hinder development, but
rather it made for a level playing field and a single, consistent set of stcndards
by which to do our research. The NIH Guidelines which are the basis for the
local ordinance were quite conservative at the outset, but prudent, given the
lack of knowledge about risks of the technology at the time.

The proposed amendment brings 4984 rDNA ordinance upto date with current
practice in The rest of the country and it puts into place a more efficient
mechanism for adopting future changes. it uses the knowledge oained over
the years about biological science and biological Safetya

The adoption by NIH of Good Large Scale Practice (GLSP) level of containment
more than one year ago is of particular practical importance to Biogen and,
] expect, to other companies moving Towards scale-up and full scale
prodljcnon, Containment facilities, equipment, and procedures continue
where necessary. based on the hazard potential of the organisms involved,
Under GLSP, some containment requirements are relaxed, making it

sigrdficantiy easier and less costly to make products using those organisms
v,'hich have a long history of safe use at large scale, In our case, those

products are hljman pharmaceuticals. GLSP makes sense from both a
scientific and a busir)ess point cf view,

In summary, the proposed chance to the rDNA Ordinance will not diminish

worker or public health since compliance vjitt\ NIH Guidelines contimes as the
The basic requirement. Furthermore, IBC'S and CBC continue their safety

management and oversight responsibilities, This amendment brings the rDNA

Ordinance tothe present with respectto biosafeiy practice, and it providesthe
mechanism to stay up to date, The chanaes are good for Cambildge and
good for the industry and Biogen supports this ptoposai.



MBC November 17, 1992

Massachusetts The Honorable Ordinance Committee

Biotechnology The Honorable City Council

.
City of Cambridge

Council, Inc. Cambridge, Massachusetts 02139

One Kendall Square My name is Anthony Gemmellaro. I am the Biosafety Officer and EnvironmentalHealth
Builcjing 1400 and Safety Specialistat Genetics Institute. Tonight, I representthe membercompanies -

Cambridge, MA 02139 of the Massachusetts Biotechnology Council (MBC) which is a statewide trade(617) 577-8198 . . . . . .

FAX 577-8985 association representing more than 30 biotechnology companies in Cambridge. The
MBC is committed to helping communities, local and state governments, and regulatory
agencies understand biotechnology, its realized and potential contributions to society,

Officers & the impetus it gives the economy, and the needs of the industry. A number of
Board Member· Biotechnology companies, including the president of the MBC, have sent letters to Dr.
President " ·
Garen G. Bohlin

Chalfen in support of the proposed changes to the RONA Ordinance.
Genetics Institute, Inc.

Vice Pre.ident Biotechnology has given medical science the opportunity to detect, and in some cases
Z:::,'"c":°: '"t" treat, diseases such as sickle cell anemia, Tay-Sacks disease, diabetes and cystic
T,e,u,,, fibrosis. Following initial concerns that genetic engineering could give rise to infectious
David L. Castaldi organisms, a stringent set of guidelines was drawn up by the government and leadingBioSurface Technology, Inc.

, . ,scientists m the mid-1970s to self-regulate research in this field. This became the
=Skalet,k, National Institutes of Health (NIH) Guidelines for RDNA Research. The NIH Guidelines
Enzytech, Inc.

are the foundation of the current ordinance passed in 1981.
Richard Bagley
lmmuLogic Pharmaceutical Co'p·

Can biotechnology risks be controlled? There has been a positive track record over the
Lawrence Daniels · . . . . . .
Biogen, Inc. past 17 years with no illnesses or injuries associated with biotechnology.
P,,,,F,in,,,,,

The NIH has recently concluded that recombinant DNA techniques show no evidence
Feinstein Partners Inc. that unique hazards exist. This is a key reason for updating guidelines and certain
Ma,c E. Goldber, practices. They also stated that there is adequate scientific knowledge to guide the
mbri safe and prudent use of such organisms in the research and manufacturing laboratories
Ramesh L. Ratan
Repligen Corp.

James P. She,bbm
By accepting the current guidelines and subsequent final notices, there would be a

TSl Corp. more efficient and effective system for adopting current regulations, rather than voting
Alan W. Tuck sections of the new NIH guideline as amendments to the ordinance. A change in the
T Cell Sciences. Inc. RDNA ordinance would help us understand compliance for industry by making

guidelines easier to administer and more consistent, as well as improve the
understanding of responsibilities for individual institutions.

This proposed amendment continues to require the IBC'S to oversee the recombinant
biosafety programs and review new and existing projects on an annual basis.
Together, the IBC and CBC will continue to act in the best interest of the community.

The potential benefits of biotechnology includes improvements in medicine, agriculture
and veterinary sciences. As a result, there are also benefits for the City of Cambridge,
research institutions, and the biotechnology industry.

On behalf of the MBC, I strongly recommendand support the proposed changes to the
RONA Ordinance.

Lj:jij ft-j--
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CAMBRIDGE CHAMBER OF COMMERCE
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November 16, 1992 'i"' .'.,'. .

,.h. ,.'r! :
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i"",:"i

The HonorableAlice Wolf
':'ij', ',,Si "'

Chair, Ordinance Committee :",:::

-:': , .

Cambridge City Council
""

t:i'} "'

City Hall
795 Massachusetts Avenue
Cambridge, MA 02139

Dear Councillor Wolf:

The Chamber supports the proposed ordinance that seeks to alter Chapter 8.20 relative to
Recombinant DNA Technology. The City Manager submitted the changes, as recommended by

the Cambridge Biohazards Committee, on August 3, 1992.

The current ordinance is no longer consistent with new technological advances and recently

promulgated federal regulations. Specifically, Chapter 8.20 was enacted prior to new
amendments to the National Institute of Health Guidelines for Research Involving Recombinant

DNA Molecules. The proposed ordinance would revise certain meanings and delineation in order

to focus on safety rather than dictating specific compositions and substances. These changes are

clearly acceptable for public health and safety and are in line with the NIHG amendments.

Passage of the revised ordinance would send a positive signal to the Bio-Tech and other high-tech

industries in Cambridge. Expansion and recruitment of these firms will help to improve the

economic health and well being of our city and siate. The Chamber urges passage of this

important proposed ordinance.

""'"'""t _g '/

:J

Lµ~ca' L~ C~L^.- ~ (

b'
G

Jonathan Ginsberg

Director ofPublic Affairs/CornmunityRelations

859 MASSACHUSETTSAVE. CAMBRIDGE, MA 02139 (617) 876-4100
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\"" OFFICE OF THE CITY CLERK ""
CITY OF CAMBRIDGE

CITY HALL, CAMBRIDGE, MAssAcnUsETTs02139

'. (617)349-4260
L

D. MARGARETDRURY FAX (617) 349-4307 JOHNE. FLYNN
CITY CLERK ' DEPUTY CITY CLERK

,.,
b

' ·.:
r

January 28, 1993"

Mr. Russell B. Higley
City Solicitor
City Hall
Cambridge, MA 02139

Dear Russ:

Enclosed you will find a copy of a proposed amendment to the Municipal Code of the

City of Cambridge which was passed to a second reading at the City Council meeting held on
January 25, )993 relative to Recombinant DNA Technology.

Would you kindly review this amendment and indicate Yo',ir approval or disapproval on
.

the bottom and return to this office.

Your kind attention in this matter will be greatly appreciated.

Very truly yours,

't9· >~7~^ K9"""a

D. Margaret Drury
City Clerk

DMD/dl

Enc. First publication number 2610
.

c.c. Councillor Wolf, Chair, Committee on Ordinances
Joseph Cellucci, Inspectional .Services Comrriissioner

Birge Albright, Law Dept.
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..J In the Year One Thousand, Nine Hundred Ninety-Three

,

V Afj ORDINANCE
\

\
4

\

In amendment. to the i4uniciµal Code of the City of Cambridge
'X

A

Be it ordained by the City Council of the City of Cambridge as follows:
P

'U.tle 8 of the Code (Health and Safety) is hereby ,,ajnended by
d Cj 'y'

striking out Chapter 8 .20 of the Code (Recombinant DNA Technology)
' eo

%

and substituting the following new Chapter 8 .20:
.

Chapter 8 .
2 0

e r,:T:M. .! "

.
' -J

i
°

RECOMBINANT DNA TECHNOLOGY
:h

..

.]

Sections:

8
. 20. 010 Purpose. .

8.20.020 Definitions.
8 .20. 030 Cambridge Biosafety Committee -

1·ienbership - Staff .

8 .20. 040 Cambridge Uosafety Committee -M.ities and responsibilities.
8.20.050 F'ermit requirements.
8.20.060 Institutional Uosafety Committees.
8 .20. 070 .Reports .

8.20.080 !'fedical surveillance program.
b

8.20. 090 Violation of guidelines - Notififcationo
8.20.100 F'rotection against rodents and insects. ·

8
. 20.110 Restrictions.

8 .20.120 Enforcement.
8.20.130 Severability-

%
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2 0. 010 Purpose. ".

"\ ,.\,-. =="" All use of recombinant DNA (RONA) in the City of Cambridge
K

shall be under"taken only in strict conformity with the Guidelines

set out i.n Section 8.20.020, the other requirements of this Chapter
1

\.

\ 1
·L

and health reaulations promulgated by '0the Cambridge Commissioner of,
¶

,

1

Health and tiospitals (the coIumj.ssionet)-:". "

8 .
2 0 . 02 C) Definitions. r

r

a) 'Wuidelines" are defined as: P

.

I) National Institutes of Health Guidelines fto'r Research
,

,o,r rr

Involv:img Re.combinant DNA Molecules as published in the
" D

%

Federal Reg'ister of May 7, 1986.

2 ) Any amendments , revisions or substitutions subsequent
'"?,!

cN · 0 · · Q a
F.i to the above-referenced guidelines, j.nclud1ng, but not 1tm~ted
W

¶
tl

i
to :,/d'

L

Notices of Action under NIH Guidelines for
Research Involvimg Recombinant DNA Molecules
on August 24, 1987, july 29, 1988, October 26,

"" 1988, March 13, 1989, March I, 1990, September
12 , 1990, july 18 , 1991, October 15 , 1991,
November 21, 1991, january 28 , 1992 , and i'.pril
22, 1992.

3 ) Such amendments to ( I) and ( 2 ) above which are

adopted by the fiational Institutes of Health (NIH) and

approved by the Commissioner. Amendments not acted upon by

the Commissioner within sixty days shall be considered
t

approved . In the event that the NIH shall discontinue or

abolish its guidelines, those guidelines in effect at the time

of such discontinuance shall rcmain in effect in Cambridge.
\
e.
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b) "Person" means an institution>\ corporatk!i>, firm,
)

partnership, association, executor, administrator, guardian,

trustee, agent, organization and any other group acting as a unit,
\

as well as a natural person. '-,

.

c) "Recombinant DNA molecules" and "organisms and viruses
\

b

L

containing RDNA" are those defined in the Guidelines referred to in

subsection (a)(1) above, and such aniendments as may be approved by

the Commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approved.

8.20.030 Cambridge Biosafety Committee - Membershir) - Staff.
A. The. Cambridge Biosafety Committee (CBC) (formerly known

as the Cambridge Biohazards Committee) shall be composed of the
":'i

Commissioner or his/her designee, the Chairperson of the Cambridge
.t

Health Policy Board, or a Board member designated by the

Chairperson, and a minimum of three other members to be appointed

by the,City Manager. The City Manager is authorized to provide for
the adequate staffing of the CBC. Members of the CBC shall be

Special Municipal Employees.

B. The CBC and the Commissioner are authorized to retain
competent professional assistance in carrying out their duties

under this Chapter.

c. The salaries and e>:penses of the staff and consultants of

the CBC under this Chapter shall be apportioned to the persons

holding permits under Section 8.20.050.

P

i

i
e
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8.2.0.040 Cambridge Biosafety Committee _ "\) Duties and Responsibilities. .,Ng=
.

ThC responsibilities of the CBC shall include:

A. Establishing policies, procedures and criteria to aid in

the implehentation of this Chapter. ",
k,
\

.

B. Determining the manner in which permit-holders make
\ i

i .""

reports or applications to the CBC, and the type of inforiaation

required in such reports or applications: Reviewing reports,
t

applications and recommendations by the Institutional.Biosafety .

.

Corrunittees (IBC) and approving them where approµriate"t" Carrying

out site visits to permitted facilities.
C. Reviewinginanuals andworker training programs, approving

'ge health-safety programs and monitoring the procedures required by
"'L,
,;;

j this chapter.

D. DeveloDing a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.

8.20.050 Permit requirements.

All persons proposing to use RDNA must obtain a permit from

the Comnissioner with the approval of the CBC. Permit requirements

shall, at a minimum, include written 'agreement to:
A. Follow the Guidelines as defined in this Chapter.

E. Follow other conditions set forth in this Chapter.

C. Allow reasonable inspections of facilities and pertinent "

records by the CBC.

7p
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D. prepare a Health and Safety Manual which contains ei'ij,

\
,)

procedures relevant to the use of RDNA at all levels of c=ainlnent

in use at the facility, and a program for waste disposal in

compliance with all applicable federal, state and local laws. the
\

'\.

Manual shall be submitted to the CBC for review. "

E. Establ:ish a trainina program of safeguards and procedures ",,-

for personnel using RONA.

Permits shall be issued and renewed on an annual basis. The

Commissioner may establish fees for the issuance and,,,renewa1 of

permits.

8.20.060 Institutional Biosafety Committees.

The Institutional Biosafety Comnittees (IBC) shall be
'"":

established in accordance with the Guidelines, except that the
..)

required composition of each IBC shall include at least one

representative from the surrounding community approved by the

Health Policy Board. The IBC shall be the final arbiter within an

institution with regard to the implementation of this Chapter and

the Guidelines.

8.20.070 Reports.

Each holder of a permit shall file regular reports with the

CBC, in a manner to be determined by the CBC. All minutes of IBC

meetings must be sent to the Commissioner and the CBC.

8.20.080 f'!edica1 surveillance r)roqranl.

Each permit-holder niust provide an appropriate medical

surveillance program as determined by its IBC and consistent 'n'ith
L
Ur

[ Uie Gulae.L1]"les. Cue: ', ::Q"u..'"dl7/s r:,usi_ bu a>L'roved Lv uie CBC.
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1 8 .20. 090 Violation of Guidel.ines - Notification.~. \,,
;J'

The permit-holder shall report, within thirty days , to the
.

Commissioner and the CBC any significant problems with or

violations of the Guidelines and any signif icant RDNA-related "'

accidents or illnesses .

8.20.100 Protection aqainst rodents and insects.

Effectfve rodent and insect control programs must be. in place

on premises where RONA use under this Chapter takes place.P

D

8
. 20 . 110 Restrictions. ,,,"

, pv
ry"

A. RONA use requiring containment defined by the Guidelines
V C

.

as "BL4" shall not be permitted in Cambridge.
.

13
. Any accidental release which represents a signif icantr' " t";'3

, potential hazard to employees or the public shall be reported to
a

j" the Comnissioner immediately, and in no case more than 24 hours

after the release.
8 .20.120 Enforcement.

A . Any person who violates any provision of this Chapter

shall be subj ect to a f ine of three hundred dollars ($300.00) per

violation. Each day of violation shall constitute a separate and

distinct offense.
El

. Once a permit ha s been issued, it may be revoked,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CBC, after due notice and

hearing, that the permit-holder has materially failed to comply

wittt this Chapter, the permit agree]T.:::i""':..s or the Cjiidelines.
.:t
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. Notwithstanding the above , the Commissione~r_, upon a

'""'

determination that any violation constitutes an immedi.ate and

severe threat to the public health and safety, may order the

immediate closure of any premises
. or laboratory engaging in or

..

\
V.

contributing to such threat, without prior notice and hearing but
'b

with sub'sequent notice and hearing.

8.20.130 Severability.

If any section, subsection, sentence, clause, or portion of

this Chapter is for any reason held 1~nvalid by any court of

competent jurisdiction, such portion shall be deemed a separate,

distinct and independent provision, and such holding shall not

affect the validity of the remaining portions thereof.
&i "i:"';'

-;!9

¢- '"

Passed to a second reading at the City Council meeting held on' -

January 25, 1993 and on or after February 15, 1993 the question
comes on passing to be ordained.

ATTEST:- D. 1'4argaret Drury
City Clerk
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AN ORDINANCE
,

In amendment to the Municipal Code of tlie"City of Cambridge

Be it ordained by the City Council of the CitY of Cambridge as follows:
P

Title 8 of the Code (Health and Safety) is hereby ,µ1nended by
V

, M '"

striking out Chapter 8 . 20 of the Code (Recombinant DNA Technology)

and substituting the following new Chapter 8 .20:

Chapter 8 .2 0
t-"

'

:
'

RECOMBINANT DNA TECANOLOGY

.,.,')

Sections:

8
.

2 0. 010 Purpose.
8.20.020 Def initions.
8.20. 030 Cambridge Biosafety committee -Mernbership - Staff .

8.20.040 Cambridge Biosafety Committee -Duties and responsibilities.
8.20.050 Permit requirements .

8.20.060 Institutional Biosafety Committees.

8.20.070 Reports.
8.20.080 Medical surveillance program.
8.20.090 Violation of guidelines - Notification.
8.20.100 Protection against rodents and insects.
8 .20.110 Restrictions.
8 .20 .120 Enforcement.
8 .20.130 Severability.
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8 .
2 0 . 010 Purpose. \' i —. "K?

.;¢"

All use of recombinant DNA (RDNA) in the City of Cambridge
»

shall be undertaken only in strict conformity with the Guidelines

set out in Section 8 .20. 020, the other requirements of this Chapter
\
\,

i
r

and health regulations promulgated by the Cambridge Commissioner of
'

\

\

\ b

Health and Hospitals (the Commissioner) .
"\.""

8.20e020 Def initions. P

a) "Guidelines" are defined as: !
r

I) National jjistitutes of Health Guidelines fo"r Research
, ..,

,.r

Involving Recombinant DNA Molecules as published in the
©

W

Federal Register of May 7, 1986.

2) Any amendments , revisions or substitutions subsequent
,?::ii!E::.

.

.'. ·.·.:F"' 0 ® 0 0 Cl 0
" :'jy" to the above-referenced gui.delines , tncludimg, but not 1Lmlted

'\

to:,r
. W;."'

Notices of Action under NIH Guidelines for
Research Involving Recon1binant DNA Molecules
on August 24, 1987, july 29, 1988, October 26,

"" 1988, March 13 , 1989, March 1, 1990, September
12 , 1990, july 18 , 1991, October 15 , 1991,
November 21, 1991, january 28, 1992, and Zipril
22, 1992.

3 ) Such amendments to (I) and ( 2 ) above which are

adopted by the National jj"istitutes of Health (NIH) and

approved by the Commissioner. Amendments not acted upon by
.

the Commissioner within s ixty days shall be considered

approved. In the event that the NIH shall discontinue or

abolish its guidelines, those guidelines in effect at the time

of such discontinuance shall remain in ef fect in Cambridge.
" r .
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,: b) "Person" means an institution, corporat^n, firm,
i

partnership, association, executor, administrator, guardian,

trustee, agent, organization and any other group acting as a unit,
as well as a natural person.

C) "Recombinant DNA molecules" and "organisms and viruses

containing RDNA" are those defined in the Guidelines referred to in
subsection (a)(i) above, and such amendments as may be approved by

the commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approved.

8.20.030 Cambridqe Biosafety Committee - Membership - Staff.
A. The Cambridge Biosafety Committee (CBC) (formerly known

as the cambridge Biohazards Committee) shall be composed of the4i';,l:S

"" Commissioner or his/her designee, the Chairperson of the Cambridge
',-S'

'e,

..g' Health Policy Board, or a Board member designated by the

Chairperson, and a minimum of three other inembers to be appointed

by the City Manager. The City Manager is authorized to provide for
the adequate staffing of the CBC. Members of the CBC shall be

Special Municipal Employees.

B. The CBC and the commissioner are authorized to retain
competent professional assistance in carrying out their duties
under this Chapter.

C. The salaries and expenses of the staff and consultants of

the CBC under this Chapter shall be apportioned to the persons

holding permits under Section 8.20.050.

:3

i?
'a
3.

t'

j'



Q

W
b

%

t
4

.- ,.)"7

i
8.20.040 Cambridge Uosafety Committee -' ijuties and Responsibilities. —.S

, 4

r

ThC responsibilities of the CBC shall include:

A. Establishing policies, procedures and criteria to aid in

the implementation of this Chapter.

B. ijetermining the manner in which permit-holders make

reports or applications to the CBC, and the type of information

required in such reports or applications: Reviewing reports,
,P

amplications and recommendations by the Institutic)nal Uosafety
O

G

,e

Committees (IBC) and approving them where appropriatei Carrying
..

out site visits to permitted facilities. "

C. Reviewinglnanuals andworker trainingprograms, approving
e 0

Q

,. ,P::^
"i?g health-safety programs and nonttortng the procedures requlred by

.j: !a
'"'\i., this Chapter.

:

' ?!i!

D. Developing a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.

8.20.050 f'ermit requirements.

All persons proposing to use RDNA nust obtain a permit from

the Commissioner with the approval of the CBC. Permit requirements

shall, at a minimum, include written agreement to:
A. Follow the Guidelines as.defined in this Chaptein

B. Follow other conditions set forth in this Chapterc

C. Allow reasonable inspections of facilities and pertinent

records by the CBC. ·-
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D. Prepare a Health and Safety Manual which contains allI

-
}

procedures relevant to the use of RDNA at all levels of containment

in use at the facility, and a program for waste disposal in

compliance with all applicable federal, state and local laws. the

Manual shall be submitted to the CBC for review.

E. Establish a training program of safeguards and procedures

for personnel using RDNA.

Permits shall be issued and renewed on an annual basis. The

Commissioner may establish fees for the issuance and,,,renewa1 of
,
p,.y"

permits.

8.20.060 Institutional BiosafetV Committees.

The Institutional Biosafety Committees (IBC) shall be

"i]
established in accordance with the Guidelines, except that the

-'a
"2' required composition of each IBC shall include at least one_:>¥

representative from the surrounding community approved by the

Health Policy Board. The IBC shall be the final arbiter within an

institution with regard to the implementation of this Chapter and

the Guidelines.

8.20.070 Reports.

Each holder of a permit shall file regular reports with the

CBC, in a manner to be determined by the CBC. All minutes of IBC

meetings must be sent to the Commissioner and the CBC.

8.20.080 Medical surveillance program.

Each permit-holder must provide an appropriate medical

surveillance program as determined by its IBC and consistent with
?

the Guicielines. Such programs ruusi. be approved Ln' t-iic CEJC.
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8.20.090\ Violation of Guidelines - Notification.-g

\!
" The permit-holder shall report, within thirty days, to the

Commissioner and the CBC any significant problems with or

violations ,of the Guidelines and any significant RDNA-related

accidents or',illnesses.
,

-8.20.100 '" Protection aqatnst rodents and insects.

Effective rodent and insect control programs must be in place

on premises where RDNA use under this Chapter takes place.

8.20.110 P,estrictions. ,e"'

, .,,T

A. RDNA use requiring containment defined by the Guidelines

as "BL4" shall not be permitted in Cambridge.

B. Any accidental release which represents a significant'"'::

potential hazard to employees or the public shall be reported to

.

'

the Commissioner immediately, and in no case more than 24 hours

after the release.

8.20.120 Enforcement.

A. Any person who violates any provision of this Chapter

shall be subject to a fine of three hundred dollars ($300.00) per

violation. Each day of violation shall constitute a separate and

distinct offense.
B. Once a permit has been issued, it may be revoked,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CBC, after due notice and

hearing, that the permit-holder has materially failed to comply

with this Chapter, the permit agreements or the Guidelines.
^·.'y
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. Notwithstanding the above , the Commissioner, upon a
· } """'

"""", ,:1

determination that any violation constitutes an immed i ate and

severe threat to the public health and safety, may order the

immediate closure of any premises or laboratory engaging in or

contributing to such threat, without prior notice and hearing but
I

},
_¥

with subsequent notice and hearing© '

8.20.130 Severability.

If any section, subsection, sentence, clause, or portion of

this Chapter is for any reason held invalid by any court of

competent jurisdiction, such portion shall be deemed a separate,

distinct and independent provision, and such holding shall not

affect the validity of the remaining portions thereof ©
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Passed to a second reading at the City Council meeting held on
january 25, 1993 and on or after February 15, 1993 the question
comes on passing to be ordained.

ATTEST: - D. Margaret Drury
City Clerk
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In ,he Year One Thousand, Nine
Hundre"d NinejThree

AN ORDINANCE 'L,

,

\

In amendment to the Municipal Code of the City of" Cambridge

Be it ordained by the CitY Council of the City of Cambridge as follows:

.

Title 8 of the Code (Health and Safety) is hereby ,,ajnended by

striking out Chapter 8 .20 of the Code (Recombinant DNA Technology)
"~

and substituting the following new Chapter 8 .20:

chapter 8 .20
js>2·"

"j "

RECOMBINANT DNA TECHNOLOGY
""\

j Sections :

8 .20. 010 Purpose.
8.20.020 Def initions.
8 .20. 030 Cambridge Biosafety Committee -Membership - Staff .

8.20.040 Cambridge Biosafety Committee -Duties and responsibilities.
8.20. 050 Permit requirements.
8.20.060 Institutional Biosafety Committees.
8 .20. 070 Reports .

8.20.080 Medical surveillance program.
8.20. 090 Violation of guidelines - Notification.
8.20.100 Protection against rodents and insects.
8 . 20 .110 Restrictions.
8 .20.120 Enforcement.
8 .20.130 Severability.
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j 8.20.010 Purpose. ".
I "
a

." All use of recombinant DNA (RDNA) in the City of Cambridge

shall be undertaken only in strict conformity with the Guidelines

set out in Section 8.20.020, the other requirements of this Chapter

and health regulations promulgated by the Cambridge Commissioner of

Health and Hospitals (the commissioner).

8.20.020 Definitions.
a) "Guidel:ines" are defined as: r

I) National Institutes of Health Guidelines fOr Research
,rp

Involving Recombinant DNA Molecules as published in the

Federal Register of May 7, 1986.

2) Any amendments, revisions or substitutions subsequent
'""?:

;

to the above-referenced guidelines, including, but not limited
'?.

.±

,j to:
Notices of Action under NIH Guidelines for
Research Involving Recombinant DNA Molecules
on August 24, 1987, july 29, 1988, October 26,
1988, March 13, 1989, March 1, 1990, September
12, 1990, july 18, 1991, October 15, 1991,
November 21, 1991, january 28, 1992, and April
22, 1992.

3) Such amendments to (I) and (2) above which are
adopted by the National Institutes of Health (NIH) and

approved by the Commissioner. Amendments not acted upon by

the Commissioner within sixty days shall be considered

approved. In the event that the NIH shall discontinue or

abolish its guidelines, those guidelines in effect at the time

of such discontinuance shall remain in effect in Cambridge.
:7,
'.2
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b) "Person" means an institution , corporatLZn , f irn,,
-i

partnership, association, executor , administrator, guardian ,

trustee, agent, organization and any other group acting as a unit,
as well as a natural person.

C) "Recombinant DNA molecules" and "organisms and viruses

containing RDNA" are those def ined in the Guidelines ref erred to in
subsection (a) (I) above, and such amendments as may be approved by

the Commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approved.

8.20.030 Cambridqe Biosafetv Committee - Menlbership - Staff .

A. The Cambridge Uosafety Committee (CBC) (formerly known

as the Cambridge Biohazards Committee) shall be composed of the.. . .e!i:! ;??i

""' "
":"!al

"'
,

Commissioner or his/her designee, the Chairperson of the Cambridge
: ..'i

Health t'olicy Board, or a Board member ciesignated by the

Chairperson, and a ininimum of three other members to be appointed
by the .City Manager. The City Manager is authorized to provide for
the adequate staf f ing of the CBC. Members of the CBC shall be

Special ttunicipal Employees.

B . The CBC and the Commissioner are authorized to retain
competent professional assistance in carrying out their duties
under this Chapter.

C. The salaries and expenses of the staff and consultants of

the CBC under this Chapter shall be apportioned to the persons

holding permits under Section 8 .20. 050.
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t 8.20.040 Cambridge Biosafety Committee -i jjuties and Responsibilities. —-3
-;

. W

· P:

4

ThC responsibilities of the CBC shall include:
,

A. Establishing policies, procedures and criteria to aid in
the implementation of this Chapter.

B. tjetermining the manner in which permit-holders niake

reports or applications to the CBC, and the type of information

required in such reports or applications: Reviewing reports,
f.

applications and recommendations by the Institutional Biosafetv
0

W

,e

Committees (IBC) and approving thein where appropriate't Carrying
..out site visits to permitted facilities. "

C. Reviewingmanuals andworker trainingprograns, approving
!'!'

: health-safety programs and monitoring the procedures required by
' . : 4 E\

",', rn',
;

this Chapter.
' .":n: :.'J~.Gg:7y

D. Developing a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.

8.20.050 Permit requirements.

All persons proposing to use RDNA must obtain a permit from

the Commissionerwith the approval of the CBC. Permit requirements

shall, at a minimum, include written agreement to:
A. Follow the Guidelines as defined in this Chaptera

B. Follow other conditions set forth in this Chapter.

C. Allow reasonable inspections of facilities and pertinent
records by the CBC. ·-
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\ ,
! D. prepare a Health and Safety Manual whtch coFa1ns all
y

procedures relevant to the use of RONA at all levels of containment

in use at the facility, and a program for waste disposal in

compliance with all applicable federal, state and local laws. the
\

t
"

Manual shall be submitted to the CBC for review.
\

'"" E. Establish a training program of safeguards and procedures

for personnel using RDNA.

permits shall be issued and renewed on an annual basis. The

Commissioner may establish fees for the issuance anci,,,fenewa1 of
fM'T

permits.

8.20.060 Institutional Biosafety Committees.

The Institutional Biosafety Committees (IBC) shall be
mz;i,

'"!¢

established in accordance with the Guidelines, except that the
'i?

required composition of each IBC shall include at least one

representati.ve from the surrounding community approved by the

Health Policy Board. The IBC shall be the final arbiter within an

institution with regard to the implementation of this Chapter and

the Guidelines.

8.20.070 Reports.

Each holder of a permit shall file regular reports with the

CBC, in a manner to be determined by the CBC. All minutes of IBC

meetings must be sent to the Commissioner and the CBC.

8.20.080 Medical surveillance program.

Each permit-holder must provide an appropriate medical

surveillance program as determined by its IBC and consistent with

the Guicieiines. Such pL"Ogran/s m'usl be approved by the CBC.
S'
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8.20.090 Vi"olation of Guidelines - Notification.'3 "r

?

The permit-holder shall report, within thirty days, to the

Commissioner and the CBC any significant problems with or

violations of the ,Guidelines and any significant RDNA-related
L

accidents or illnesses.
\

8.20.100 Protec£ion against rodents and insects.

Effective rodent and insect control programs must be in place

on premises where RDNA use under this Chapter takes place.

8.20.110 Restrictions. ,e"

,...r"

A. RDNA use requiring containment defined by the Guidelines

as "BL4" shall not be permitted in Cambridge.

B. Any accidental release which represents a significant
"""a

i potential hazard to employees or the public shall be reported to
.g
::.}

ji the Commissioner immedi,ately, and in no case more than 24 hours
.@' "

after the release.

8.20.120 Enforcement.

A. Any person who violates any provision of this Chapter

shall be subject to a fine of three hundred dollars ($300.00) per

violation. Each day of violation shall constitute a separate and

distinct offense.
B. Once a permit has been issued, it may be revoked,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CBC, after due notice and

hearing, that the permit-holder has materially failed to comply

with this Chapter, the permit agreements or the Guidelines.
":k
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C. Notwithstanding the above, the, Commissioner, upon ai
G

'

)

determination that any violation constitutes an
imAiate

and

severe threat to the public health and safety, may order the

immediate closure of any premises or laboratory engaging in orL

contributing to such threat, without prior notice and hearing but
L ."with subsequent notice and hearing.

8.20.130 Severability.

If any section, subsection, sentence, clause, or portion of

this Chapter is for any reason held invalid by any court of

competent jurisdiction, such portion shall be deemed a separate,

distinct and independent provision, and such holding shall not

affect the validity of the remaining portions thereof.:

)j3
:.rj
,':k

.:.9 Passed to a second reading at the City Council meeting held on
January 25, 1993 and on or after February 15, 1993 the question
comes on passing to be ordained.

ATTEST:- D. Margaret Drury
City Clerk
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. Inthe Year One Thousand, Nine Hundred Ninety Two

ANORDINANCE

In amendment to the Municipal code of the city of Cambridge

Beitordainedby the City Councilof the CityorCambridgeas follows:

.

Tit1e 8 of the Code (Health and Safety) is hereby,µinended by
,~T

striking out Chapter 8.20 of the Code (Recombinant DNA Technology)

and substituting the following new Chapter 8.20:

chapter 8.20

RECOMBINANT DNA TECHNOLOGY

Sections:

8.20.010 Purpose.
8.20.020 Definitions.
8.20.030 Cambridge Biosafety Committee -Membership - Staff.
8.20.040 Cambridge Biosafety Committee -Duties and responsibilities.
8.2'0.050 Permit requirements.

8.20.060 Institutional Biosafety Committees.

8.20.070 Reports.
8.20.080 Medical surveillance program.
8.20.090 Violation of guidelines - Notification.
8.20.100 Protection against rodents and insects.
8.20.110 Restrictions.
8.20.120 Enforcement.
8.20.130 Severability.
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8.20.010 Purpose.

All:yse of recombinant DNA (RDNA) in the City of Cambridge

shall be undertaken only in strict conformity with the Guidelines

set out in Section 8.20.020, the other requirements of this Chapter

andhealth regulations promulgated bythe Cambridge Commissioner of
Health and Hospitals (the Commissioner).

8.20.020 Definitions.
a) 'Guidelines" are defined as:

I) National Institutes of Health Guidelines £©'r Research
,~"r

Involving Recombinant DNA Molecules as published in the

Federal Register of May 7, 1986.

2) Anyamendments, revisionsor substitutions subsequent

totheabove-referencedguidelines, including, butnot limited
to:

Notices of Action under NIH Guidelines for
Research Involving Recombinant DNA Molecules
on August 24, 1987, july 29, 1988, October 26,
1988, March 13, 1989, March 1, 1990, September
12, 1990, july 18, 1991, October 15, 1991,
November 21, 1991, january 28, 1992, and April
22, 1992.

3) Such amendments to (I) and (2) above which are
adopted by the National jjistitutes of Health (NIH) and

approved by the Commissioner. Amendments not acted upon--by

the Commissioner within" sixty days shall be considered

approved. In the event that the NIH shall discontinue or
abolish its guidelines, those guidelines in effect at the time

of such discontinuance shall remain in effect in Cambridge.
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b) "Person" means an institution, corporation, firm,
partnership, association, executor, administrator, guardian,

trustee, agent, organization and any other group acting as a unit,
as well as a natural person.

C) "Recombinant DNA molecules" and "organisms and viruses

containing RDNA" are those defined in the Guidelines referred to in
subsection (a)(1) above, and such amendments as may be approved by

the Commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approved.

8.20.030 Cambridge Biosafety Committee - Membership - Staff.
A. The Cambridge Biosafety Committee (CBC) (formerly known

as the Cambridge Biohazards Committee) shall be composed of the

Commissioner or his/her designee, the Chairperson of the Cambridge

Health Policy Board, or a Board member designated by the

Chairperson, and a minimum of three other members to be appointed

by the City Manager. The City Manager is authorized to provide for
the adequate staffing of the CBC. Members of the CBC shall be

Special Municipal Employees.

B. The CBC and the Commissioner are authorized to retain
competent professional assistance in carrying out their duties

under this Chapter.

C. The salaries and expenses of the staff and consultants of

the CBC under this Chapter shall be apportioned to the persons

holding permits under Section 8.20.050.
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8.20.040 Cambridge Biosafety Committee -Duties and Responsibilities.
ThC responsibilities of the CBC shall include:
A. Establishing policies, procedures and criteria to aid in

the implementation of this Chapter.

B. Determining the manner in which permit-holders niake

reports or applications to the CBC, and the type of information
required in such reports or applications: Reviewing reports,

r

applications and recommendations by the Institutional.Biosafety
S"

committees (IBC) and approving them where appropriatet Carrying

out site visits to permitted facilities.
C. Reviewingmanuals andworkertrainingprograms,approving

health-safety programs and monitoring the procedures required by

this Chapter.

D. Devel'oping a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.
8.20.050 Permit requirements.

All persons proposing to use RDNA must obtain a permit from
.

the Commissioner with the approval of the CBC. Permit requirements

shall, at a minimum, include written agreement to:
A. Follow the Guidelines as defined in this Chapter.

B. Follow other conditions set forth in this Chapter.

C. Allow reasonable inspections of facilities and pertinent
records by the CBC.
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D. Prepare a Health and safety Manual which contains all
procedurCs relevant to the use of RDNA at all levels of containment

in use at the facility, and a program for waste disposal in
compliance with all applicable federal, state and local laws. the
Manual shall be submitted to the CBC for review.

E. Estab1isha trainingprogramofsafeguardsandprocedures

for personnel using RDNA.

Permits shall be issued and renewed on an annual basis. The

Commissioner may establish fees for the issuance and,erenewa1 of
, ~-T

permits.

8.20.060 Institutional BiosafetY Committees.

The Institutional Biosafety Committees (IBC) shall be

established in accordance with the Guidelines, except that the
4

required composition of each IBC shall include at least one

representative from the surrounding community approved by the

Health Policy Board. The IBC shall be the final arbiter within an

institution with regard to the implementation of this Chapter and

the Guidelines.

8:20.070 Reports.

Each holder of a permit shall file regular reports with the
CBC, in a manner to be determined by the CBC. All minutes of IBC

meetings must be sent to the Commissioner and the CBC.

8.20.080 Medical surveillance program.

Each permit-holder must provide an appropriate medical

surveillance program as determined by its IBC and consistent with

the Guidelines. Stu-la jyi©gL'cmC± iaust. E/e arjy^j'v'eCL Ly L-:te- Cl_<-.
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8120.090 Violation of Guidelines - Notification.
The permit-holder shall report, within thirty days, to the

Commissioner and the CBC any significant problems with or
violations of the Guidelines and any significant RDNA-related

accidents or illnesses.

8.20.100 Protection aqainst rodents and insects.

Effective rodent and insect control programs must be in place

on premises where RDNA use under this Chapter takes place.

8.20.110 Restrictions. ,,"'

.r.j
A. RDNA use requiring containment defined by the Guidelines

"g

as "BL4" shall not be permitted in Cambridge.
'"jjkove s"k,j1 Le. m dcA"hnde rekL'ise,,Q-Kcgn"in glc[OyzA C'uiH-

B· f Any accidental release which represents a significant A9ejac' tpotentia:
hazard to employees or the public shall be reported tQ athe Commissioner immediately, and in no case more than 24 hours jvtHG',

after the release.

8.20.120 Enforcement.

A. Any person who violates any provision of this Chapter

shall be subject to a fine of three hundred dollars ($300.00) per

violation. Each day of violation shall constitute a separate and

distinct offense.
B. Once a permit has been issued, it may be revoked,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CBC, after due notice and

hearing, that the permit-holder has materially failed to comply

with this Chapter, the permit agreements or the Guidelines.
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C. Notwithstanding the above, the commissioner, upon a

determination that any violation constitutes an immediate and

severe threat to the public health and safety, inay order the
immediate closure of any premises or laboratory engaging in or

contributing to such threat, without prior notice and hearing but

with subsequent notice and hearing.

8.20.130 Severability.

If any section, subsection, sentence, clause, or portion of

this ,Chapter is for any reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,

distinct and independent provision, and such holding shall not
.,...

affect the validity of the remaining portions thereof.

ord#3\DNA
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In amendment to the Municipal Code of the City of Cambf'idge

Beitordainedby the City Councilof the City of Cambridge as follows:
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Title 8 of the Code (Health and Safety) is hereby,µinended by
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striking out Chapter 8.20 of the Code (Recombinant DNA Technology)

and substituting the following new Chapter 8.20:
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8.20.010 Purpose.

'I

All use of recombinant DNA (RONA) in the city of"eambridge

shall be undertaken only in strict conformity with the Guidelines

set out in Section 8.20.020, the other requirements of this Chapter

and health regulations promulgated by the Cambridge Commissioner of

Health and Hospitals (the Commissioner).

8.20.020 Definitions.
a) "Guidelines" are defined as: ,·

I) National Institutes of Health Guidelines jµ"r Research
....

Involving Recombinant DNA Molecules as published in the

Federal Register of Kay 7, 1986.

2) Any amendments, revisions or substitutions subsequent
,:m")?

tothe above-referenced guidelines, including, but not limited
a
'g,

'jl to:
Notices of Action under NIH Guidelines for
Research Involving Recombinant DNA Molecules
on August 24, 1987, july 29, 1988, October 26,

-" 1988, March 13, 1989, March 1, 1990, September
12, 1990, july 18, 1991, October 15, 1991,
November 21, 1991, january 28, 1992, and April
22, 1992.

3) Such amendments to (I) and (2) above which are

adopted by the National Institutes of Health (NIH) and

approved by the Commissioner. Amendments not acted upon by

the Commissioner within sixty days shall be considered

approved. In the event that the NIH shall discontinue or

abolish its guidelines, those guidelines in effect at the time

of such discontinuance shall remain in effect in Cambridge.
"a

·,e
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b) "Person" means an institution, corporati!Zn, firm,
r
k

-' partnership, association, executor, administrator, guardian,

trustee, agent, organization and any other group acting as a unit,
as well as a natural person.

C) "Recombinant DNA molecules" and "organisms and viruses

containing RDNA" are those defined in the Guidelines referred to in

subsection (a)(1) above, and such atnendments as may be approved by

the Commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approved.

8.20.030 Cambridge Biosafety Committee - Membership - Staff.
A. The Cambridge Biosafety Committee (CBC) (formerly known

as the Cambridge Biohazards Committee) shall be composed of the
!yu&

"': Commissioner or his/her designee, the Chairperson of the Cambridge

}
Health Policy Board, or a Board member designated by the

Chairperson, and a minimum of three other members to be appointed

by the.City Manager. The City Manager is authorized to provide for
the adequate staffing of the CBC. Members of the CBC shall be

Special Municipal Employees.

B. The CBC and the Commissioner are authorized to retain
competent professional assistance in carrying out their duties

under this Chapter.

C. The salaries and expenses of the staff and consultants of

the CBC under this Chapter shall be apportioned to the persons

holding permits under Section 8.20.050.

\
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i 8.20.040 Cambridge Biosafety Committee -) Duties and Responsibilities. —.
3

.

The responsibilities of the CBC shall include:

A. Establishing policies, procedures and criteria to aid in

the implementation of this Chapter.

El. ijetermining the manner in which permit-holders make

reports or applications to the CBC, and the type of information

required in such reports or applications: Reviewing reports,
t

applications and recommendations by the Institutional,Biosafety
,ef

Committees (IBC) and approving them where appropriatei Carrying

out site visits to permitted facilities.
C. Reviewingmanuals andworker trainingprograms, approving

e?? health-safety programs and monitoring the procedures required by
'I)' this Chapter.
-"I

.-...
D. Developing a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.

8.20.050 Permit requirements.

All persons proposing to use RDNA must obtain a permit from

the Commissioner with the approval of the CBC. Permit requirements

shall, at a minimum, include written agreement to:
A. Follow the Guidelines as defined in this Chaptem

B. Follow other conditions set forth in this Chapter.

C. Allow reasonable inspections of facilities and pertinent

records by the CBC.
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'\ D. Prepare a Health and Safety Manual which contains all' $i

\ ~~m--
.·i"

procedures relevant to the use of RDNA at all levels of containment
.

in use at the facility, and a program for waste disposal in

compliance with all applicable federal, state and local laws. the
\

h
r

\,

YI

Man'ual shall be submitted to the CBC for review.
t

\
".E. Establish a training program of safeguards and procedures

for personnel using RDNA.

f'ermits shall be issued and renewed on an annual basis. The
e

Commissioner nay establish fees for the issuance and ,,,renewal of
e

o? d rT

permits . . .Q
.

8.20.060 Institutional BiosafetY Committees.

The Institutional Uosafety Committees (IBC) shall be
r? :.:ii"!g,,

." ·:." ;".lss

"j \ established in accordance with the Guidelines , except that the
"·i?

.m t.

-
'\C;,

Tq"?

3' required composition of each IBC shall include at least one
.=:"""

representative from the surrounding community approved by the

Health Policy Board. The IBC shall be the final arbiter within an

institution with regard to the implementation of this Chapter and

the Guidelines.
8 .20. 070 Reports .

Each holder of a permit shall f ile regular reports with the

CBC, in a manner to be determined by the CBC. All minutes of IBC

meetings must be sent to the Commissioner and the CBC0

8.20.080 i'tedical surveillance program.

Each permit-holder must provide an appropriate medical
r

surveillance program as determined by its IBC and consistent with
. '"?'

,: the Guicieiine: b. Ljuch µL"ogra]7/s 111usl be approved by the CBC.
..·-4:
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8.20.090 Violatiomof Guidelines - Notification.
,

\

;j

! \
The permit-holder shall report, within thirty days, to the

Commissioner and the CBC any significant problems with or

violations of the Guidelines and any significant RDNA-related
K

accidents or illnesses.
\

8.20.100 protection aq'Ztinst rodents and insects.

Effective rodent and insect control programs must be in place

on premises where RDNA use under this Chapter takes place.
.

8.20.110 Restrictions. ,e"

A. RDNA use requiring containment defined by the Guidelines

as "BL4" shall not be permitted in Cambridge.

B. Any accidental release which represents a significant
""1

potential hazard to employees or the public shall be reported to
,::i

the Commissioner immediately, and in no case more than 24 hours

after the release.

8.20.120 Enforcement.

A. Any person who violates any provision of this Chapter

shall be subject to a fine of three hundred dollars ($300.00) per

violation. Each day of violation shall constitute a separate and

distinct offense.
B. Once a permit has been issued, it may be revoked,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CBC, after due notice and

hearing, that the permit-holder has materially failed to comply

with this Chapter, the permit agreements or the Guidelines.
\%-
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C. Notwithstanding the above , the Commissioner , upon a
n \.:

P

'r ^~~"-· 4

" '"' determination that any vi.olation constitutes an immediate and

severe threat to the public health and safety, may order the
immediate closure of any premises or laboratory engaging in orL,

\

contributing to such threat, without prior notice and ,hearing but
.

\6

) ' ~'L ' .

with subsequent notice and hearing@ "

8 .20.130 Severability.

If any section, subsection, sentence, clause, or ;:'ortion of

this Chapter is for any reason held invalid by any c:ourt. of
competent jurisdiction, such portion shall be deemed a. separate ,,

distinct and independent provision, and such ho=',ding shall not.

affect the validity of the remaining portions thereo£®A%,,3}
tj"; :

:;-: t;.'
· ·' ·. ":";

,j8

' '1\

.

i
Passed to a second reading at the City Council meeting held on
January 25, 1993 and on or after February i5, 1993 the question
comes on passing to be ordainecL

ATTEST: - D. Kargaret Drury
City Clerk
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' ' FIRST PUBLICATION NUMBER'2610
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Inthe Year One Thousand, Nine HundredNinety-Three

ANORDINANCE

In amendment to the Municipal Code of the City of Cambridge

Be itordainedby the City Councilof the Cityof Cambridgeas follows:

r

Title 8 of the Code (Health and Safety) is hereby,,qinended by

striking out Chapter 8.20 of the Code (Recombinant DNA Technology)
"T?

and substituting the following new Chapter 8.20:

chapter 8.20
' RECOMBINANT DNA TECHNOLOGYI Sections:

8.20.010 Purpose.
8.20.020 Definitions.
8.20.030 Cambridge Biosafety Committee -Membership - Staff.
8.20.040 Cambridge Biosafety Committee -Duties and responsibilities.
8.20.050 Permit requirements.
8.20.060 Institutional Biosafety Committeem

8.20.070 Reports.
8.20.080 Medical surveillance program.
8.20.090 Violation of guidelines - Notificatiom
8.20.100 Protection against rodents and insectm
8.20.110 Restrictions.
8.20.120 Enforcement.

I
8.20.130 Severability.
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I 8.20.010 Purpose.

All use of recombinant DNA (RDNA) in the city of Cambridge

shall be undertaken only in strict conformity with the Guidelines

set out in Section 8.20.020, the other requirements of this Chapter

andhealth regulations promulgated by the Cambridge Commissioner of

Health and Hospitals (the Commissioner).

8.20.020 Definitions.
a) "Guidelines" are defined as:

I) National Institutes of Health Guidelines fg)"r Research
,,.,

.T

Involving Recombinant DNA Molecules as published in the

Federal Register of May 7, 1986.

2) Any amendments, revisions or substitutions subsequent

I tothe above-referenced guidelines, including, but not limited

to:
Notices of Action under NIH Guidelines for
Research Involving Recombinant DNA Molecules
on August 24, 1987, july 29, 1988, october 26,
1988, March 13, 1989, March 1, 1990, September
12, 1990, july 18, 1991, October 15, 1991,
November 21, 1991, january 28, 1992, and April
22, 1992.

3) Such amendments to (I) and (2) above which are

adopted by the National Institutes of Health (NIH) and

approved by the Commissioner. Amendments not acted upon by

the Commissioner within sixty days shall be considered

approved. In the event that the NIH shall discontinue or
abolish its guidelines, those guidelines in effect at the time

of such discontinuance shall remain in effect in Cambridge.

I
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I b) "Person" means an institution, corporation , f irm,
/

partnership , association, executor , administrator ,, guardian ,
q

'

trustee, agent, organization and any other group acting as a unit,,
»

. as well as a natural person.4

C) "Recombfnant DNA molecules" and "organisms and viruses

containing RDNA" are those def ined in the Guidelines referred to in
.

subsection (a) (I) above, and such amendments as may be approved by

the Commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approvecL

8.20. 030 Cambridqe Biosaf ety Committee - Membership - Staff 0

A. The Cambridge Biosaf ety Committee (CBC) (formerly known

as the Cambridge Mohazards Committee) shall be composed of the

I Commissiorier or hisjher designee, the Chairperson of the Cambridge

Health Policy Board, or a Board member designated by the

Chairperson, and a minimum of three other members to be appointed

by the City Manager. The City Manager is authorized to provide for

the adequate staf f ing of the CBC® Members of the CBC shall be

Special ftunicipal Employees.

B. The CBC and the Commissioner are authorized tc reta in

competent professional assistance in carrying out their duties

under this Chapter.
C

. The salaries and expenses of the staff and consul.t.a:nts of

the CBC under this Chapter shall be apportioned t:c the persons

holding permits under Section 8 . 20. 05(L

I
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1 8.20.040 Cambridge Biosafety Committee -Duties and Responsibilities.
.

The responsibilities of the CBC shall include:

A. Establishing policies, procedures and criteria to aid in

the implementation of this Chapter.

B. Determining the manner in which permit-holders make

reports or applications to the CBC, and the type of information

required in such reports or applications: Reviewing reports,
P

applications and recommendations by the Institutional Biosafety
.

Committees (IBC) and approving them where appropriatet" Carrying

out site visits to permitted facilities.
C. Reviewingmanuals andworker trainingprograms, approving

1 health-safety programs and monitoring the procedures required by

this Chapter.

D. Developing a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.

8.20.050 Permit requirements.

All persons proposing to use RDNA must obtain a permit from

the Commissioner with the approval of the CBC. Permit requirements

shall, at a minimum, include written agreement to:
A. Follow the Guidelines as defined in this Chapter.

B. Follow other conditions set forth in this Chapter.

C. Allow reasonable inspections of facilities and pertinent

records by the CBC.

I
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I D. Prepare a Health and Safety Manual which contains all
procedures relevant to the use of RDNA at all levels of containment

in use at the facility, and a program for waste disposal in
compliance with all applicable federal, state and local laws. the

Manual shall be submitted to the CBC for review.

E. Establisha trainingprogramof safeguards andprocedures

for personnel using RDNA.

Permits shall be issued and renewed on an annual basis. The

Commissioner may establish fees for the issuance and,,,renewa1 of
.T

....

permits.

8.20.060 Institutional Biosafety Committees.

The Institutional Biosafety Committees (IBC) shall be

I established in accordance with the Guidelines, except that the

required composition of each IBC shall include at least one

representative from the surrounding community approved by the

Health policy Board. The IBC shall be the final arbiter within an

institution with regard to the implementation of this Chapter and

the Guidelines.

8.20.070 Reports.

Each holder of a permit shall file regular reports with the

CBC, in a manner to be determined by the CBC. All minutes of IBC

meetings must be sent to the Commissioner and the CBC.

8.20.080 Medical surveillance program.

Each permit-holder must provide an appropriate medical

surveillance program as determined by its IBC and consistent with

I the Guiaelines. Such prOgrams 11uusl be approved by the CBC.
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I 8.20.090 Violation of Guidelines - Notification.
The permit-holder shall report, within thirty days, to the

Commissioner and the CBC any significant problems with or

violations of the Guidelines and any significant RDNA-related

accidents or illnesses.

8.20.100 Protection against rodents and insects.

Effective rodent and insect control programs must be in place

on premises where RDNA use under this Chapter takes plac¢®
.

8.20.110 Restrictions. A
-T

e.~'

A. RDNA use requiring containment defined by the Guidelines

as "BL4" shall not be permitted in Cambridge.

B. Any accidental release which represents a significant

I potential hazard to employees or the public shall be reported to

the Commissioner immediately, and in no case more than 24 hours

after the release.

8.20.120 Enforcement.

A. Any person who violates any provision of this Chapter

shall be subject to a fine of three hundred dollars ($300oOO) per

violation. Each day of violation shall constitute a separate and

distinct offense.
B. Once a permit has been issued, it may be revoked,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CBC, after due notice and

hearing, that the permit-holder has materially failed to comply

I
with this Chapter, the permit agreements or the Guidelinese
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C. Notwithstanding the above, the Commissioner, upon a

determination that any violation constitutes an immediate and

severe threat to the public health and safety, may order the
immediate closure of any premises or laboratory engaging in or
contributing to such threat, without prior notice and hearing but

with subsequent notice and hearing.

8.20.130 Severability.

If any section, subsection, sentence, clause, or portion of
this Chapter is for any reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,

distinct and independent provision, and such holding shall not

affect the validity of the remaining portions thereof.

I Passed to a second reading at the City Council meeting held on
january 25, 1993 and on or after February 15, 1993 the question
comes on passing to be ordained.

ATTEST:- D. Margaret Drury
City Clerk

I
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" 1493cambridgestreet, cambridge,massachusetts 02139

November 17,1992
Melvin H. Chalfen, M.D.
Commissioner

The Honorable Alice Wolf, Chair
The Ordinance Committee
Cambridge City Council
Cambridge, Massachusetts 02139 Proposed changes in

the RDNA Ordinance.
Dear Councillor Wolf:

The present ordinance has worked well for the City
for ll years. It was the product of changes made to the previous
ordinance enacted 14 years ago. Now, however, it should be changed
to reflect recent amendments to the National Institutes of Health
Guidelines for Research Involving Recombinant DNA Molecules (NIHG)
and to permit certain laboratory procedures as they are generally
practiced in other parts of the country.

The NIHG are at the core of the Cambridge ordinance.
In some cities they are voluntary. In Cambridge and certain other
cities they are the law. Any changes to the Guidelines in the form
of amendments go through a rigorous public review process. These
amendments add to the NIHG methods of dealing with change in a safe
manner that is consistent with national and international
experience.

This proposed ordinance"continues the oversight and
regulatory function of the past while adopting current NIHG
definitions that focus on safety and hazard of organisms and
materials whether or not they contain recombinant DNA material.

The an!endea ordinance retains the basic strengths of
the present ordinance in the following ways:

I)' the NIHG continues to have the force of law in.
Cambridge.

2) The Cambridge Biohazard Committee (renamed
the Cambridge Biosafety Committee) (CBC) has
similar functions and powers as the present
Committee.

3) The application process for a permit to use rDNA
materials in Cambridge remains as do provisions for
inspections of permitted facilities from time to time.

4) The approval of a community member of the

TheCambridgeHospital PublicHealth MayorMichaelj.NevilleManor

NeighborhoodHeatthCenters CommunityHealth EnvironmentalHealth
SchoolHealth
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Page 2. RDNA Ordinance changes

Institutional Biosafety Committee (at each permitted
institution) by the Cambridge Health Policy Board
remains.

5) The Institutional Biosafety Committee (IBC) continues
to send reports and IBC meeting minutes to the
Commissioner.

6) certain restrictions, which are stronger than the
NIHG regulations remain. For example, Biosafety
Level IV activity, the highest and most dangerous
level, remains prohibited in Cambridge.

Proposed changes in the amended ordinance include:

I) jjefinitions of recombinant DNA molecules and
their categorization have been amended to reflect
recent amendments to the NIHG.

These changes take into account the establishment by
the NIHG of both exempt and Good Large Scale
Practice (GLSP) categories. Large Scale (LS) refers
to volumes over 10 liters. Both of these categories
have definitions that only allow well-known, non-
pathogenic organisms or material to be handled in
those categories, organisms that do not have safety
or hazardous properties that would require special
containment other than good laboratory practice.
The new Biosafety Level category called
GLSP precedes the Biosafety Levels I, II,
III LS categories in a ranking of less to
more.

2) A change of definition of releases to the
environment, focusing on safety and hazard, brings
Cambridge in conformity with the NIHG. A reporting
mechanismremains in place in certain circumstances.

3) The amendment process is changed. Ifthere are no objections to changes of NIHG
within 60 days by the Commissioner or the CBC,
the NIHG amendment shall be considered
approved.

4) The CBC is renamed the Cambridge Biosafety Committee,
as noted above.

5) The section on large scale is eliminated.
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NIHG treatment of large scale processes are
incorporated into their Appendix K which
addresses the 4 categories under Good Large
Scale Practice as noted above. In essence the
safety and hazard of materials are categorized
by their intrinsic properties rather than by
the volume or composition.

6) The public hearing process for large scale use is
eliminated. The NIHG Appendix K provides the same safety
to the public in assessing the potential hazard of the

·@- material itself.
7) Permit renewals are made on an annual basis rather
than open ended.

8) Levels of potential fines for violations are made
current.

There are also some changes in other laws and regulations
which strenghthen the City's control over environmental issues.

The Federal laws and regulatory processes in existence now
are more stringent and sophisticated in the control and
surveillance of environmental issues and hazardous materials than
they were in 1976 to 1981. For example, The EPA Superfund
Amendments Reconciliation Act of 1986, known as SARA TITLE III,mandates a Local Emergency Planning Committee (LEPC). The LEPC
plans for various eventualities based on large volumes of chemicals
on an EPA list. Those companies or organizations within that
municipality which possess or use the listed chemicals must report
the types and amounts to the LEPC. The Cambridge LEPC, which has
been working and training for three years, has recently added a
biotechnology committee which includes all the rDNA permittees as
well as biotech companies which do not use rDNA materials and
therefore are not covered under the rDNA ordinance.

In addition, the LEPC has recently formed a group,
known as the Hazardous Materials Task Force, to manage incidents
involving small quantities of hazardous materials in a coordinated
manner.

There is also a state hazardous waste statute which
covers hazardous materials from cradle to grave. That is to say
there are requirements for the documentation of the purchase, site
of use, storage, transportation and disposal of all suchmaterials.
This statute mandates the issuance of categories of generators of
hazardous wastes by volumes from large, down to very small quantity



« .-. V
4 '

Page 4. RDNA Ordinance changes

generators.

In addition, in Cambridge we are on the verge of
implementing the Environmental Program which has been developing
over the past two years with the initiative of members of the City
Council and the support and leadership of the City Manager and the
Deputy City Manager. This Program further coordinates proactive
analysis of environmental issues, identifies responsibilities of
specific city departments to manage those issues and promotes the
interdisciplinary approach which can not only tap the creative
talents within the city but also do it in the cost-effective way
demanded for excellent management, especially in times of tight
budgetary restraints.

Yours sincerely,

'"" .E' ' I' ( . » " ;7i ,mo
Melvin Ho Chalfen, M.Do

MHC:vs
cc: Members of the City Council.

Robert 'W. Healy, City Manager

:p



MBC November 17, 1992

Massachusetts The Honorable Ordinance Committee

Biotechnology The Honorable City Council

.
City of Cambridge

Council, Inc. Cambridge, Massachusetts 02139

One Kendall Square My name is Anthony Gemmellaro. I
am the Biosafety Officer and EnvironmentalHealth

Building 1400 and Safety Specialistat Genetics Institute. Tonight, I representthe membercompanies
Cambridge, MA 02139 of the Massachusetts Biotechnology Council (MBC) which is a statewide trade(617) 577-8198 . . . . . .
FAX 577-8985 association representing more than 30 biotechno!ogy companies in Cambridge. The

MBC is committed to helping communities, local and state governments, and regulatory
agencies understand biotechnology, its realized and potential contributions to society,

Officers & the impetus it gives the economy, and the needs of the industry. A number of
Board Members Biotechnology companies, including the president of the MBC, have sent letters to Dr.
President ' ·
Ga,en G. Bohlin

Chalfen in support of the proposed changes to the RONA Ordinance.
Genetics Institute, Inc.

Vice President Biotechnology has given medical science the opportunity to detect, and in some casesAlison Taunton-Rigby . . . , , ,
Genzyme Corp. treat, diseases such as sickle-ceH anemia, Tay-Sacks disease, diabetes and cystic

t,,,,,,,, fibrosis. Following initial concernsthat genetic engineering could give rise to infectious
David L. Castaldi organisms, a stringent set of guidelines was drawn up by the government and leadingBioSurface Technology, Inc.

, , . .scientists in the mid-1970s to self-regulate research in this field. This became the
=S,,let,k, National Institutes of Health (NIH) Guidelines for RONA Research. The NIH Gu'delines
Enzytech, Inc.

are the foundation of the current ordinance passed in 1981.
Richard Bagley
lmmuLogic Pharmaceutical Co'p·

Can biotechnology risks be controlled? There has been a positive track record over the
Lawrence Daniels · · · . . . .
Biogen, Inc. past 17 years with no illnesses or injuries associated with biotechnology.

p,,,, f,,,,,,,,
The NIH has recently concluded that recombinant DNA techniques show no evidence

Feinstein Partners Inc. that unique hazards exist. This is a key reason for updating guidelines and certain
Ma,c E. Goldberg practices. They also stated that there is adequate scientific knowledge to guide the
mbri safe and prudent use of such organisms in the research and manufacturing laboratories.
Ramesh L. Ratan
Repligen Corp.

Jame, P. She,blom
By accepting the current guidelines and subsequent final notices, there would be a

tsi Cor,. more efficient and effective system for adopting current regulations, rather than voting
Alan W. Tuck sections of the new NIH guideline as amendments to the ordinance. A change in the
T Cell Sciences, Inc. RDNA ordinance would help us understand compliance for industry by making

guidelines easier to administer and more consistent, as well as improve the
understanding of responsibilities for individual institutions.

This proposed amendment continues to require the IBC'S to oversee the recombinant
biosafety programs and review new and existing projects on an annual basis.
Together, the IBC and CBC will continue to act in the best interest of the community.

The potential benefits of biotechnology includes improvements in medicine, agriculture
and veterinary sciences. As a result, there are also benefits for the City of Cambridge,
research institutions, and the biotechnology industry.

On behalf of the MBC, I strongly recommendand support the proposed changes to the
RONA Ordinance.

,'Aj fjp-j-
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BICBEN

My Name is Susan Lee. I

am the Manager of Environmental Health and Safety

and Biosafety Officer at Biogen. ! would like to thank you for the opportunity
to give Biogen's support of the proposed amendment to the rDNA Ordinance
at this time.

Biogen is one of the original permitholders in Cambridge and our relalionship
with the Cambridge Biohazards Committee has been an effective one. Biogen
has grown from ci research "boutique" employing fewer than 2CJ people in

4984 to a company just shy of being a fully integrated pharmaceutical
manufacturer employing more than 330 people, We sell drug and vcjccjnes
through our licensees generating the revenueS" to continue building the
business, We are in the clinic testing the next generation of Biogen products
and we are building the facilities to manufacture medicine here in

Cambridge. The Cambridge rDNA Ordinance did not hinder development, but
rather it made for a level playing field and a single, consistent set of stcndards
by which to do our research. The NIH Guidelines which are the basis for the
local ordinance were quite conservative at the outset, but prudent, given the
lack of knowledge cbout risks of the technology at the time.

The proposed amendment brings 4984 rDNA ordinance upto date with current
practice in the rest of the country and it puts into place a more efficient
mechanism for adopting future changes. It uses the knowledge oained over
the years about biological science and biological safety.

The adoption by NIH of Good Large Scale Practice (GLSP) level of containment
more than one year ago is of particular practical importance to Biogen and,
I expect, to other companies moving towards scale-up and full scale
production. Containment facilities, equipment, and procedures continue
where necesscry, based on The hcizord potential of the organisms involved.
Under GLSP, some containment requirements are relaxed, making it

significantly easier and less costly to make products using those organisms

which have a long history of safe use at large scale. In our case, those

products are human pMrmaceuticals, GLSP makes sense from both a
scientific and a business point of view,

In summary, the proposed change to the rDNA Ordinance will not diminish

worker or public health since compliance with NIH Guidelines continues as the
the basic requirement. Furthermore, 1BC'S and CBC continue their safety

management and oversight responsibilities, This amendment brings the rDNA

Ordinance to the present with respectto bicsafety practice, and it provides the
mechanism to stay up to date. The changes are good for Cambridoe and
good for the industry and Biogen supports this proposal,
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The Honorable Alice Wolf
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Chair, Ordinance Committee -.""m "'::"'
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Cambridge City Council
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City Hall
""""

795 Massachusetts Avenue
Cambridge, MA 02139

Dear Councillor Wolf:

The Chamber supports the proposed ordinance that seeks to alter Chapter 8.20 relative to
Recombinant DNA Technology. The City Manager submitted the changes, as recommended by "

the Cambridge Biohazards Committee, on August 3, 1992.

I

The current ordinance is no longer consistent with new technological advances and recently
promulgated federal regulations. Specifically, Chapter 8.20 was enacted prior to new

:

amendments to the National Institute of Health Guidelines for Research Involving Recombinant :

DNA Molecules. The proposed ordinance would revise certain meanings and delineation in order ,

to focus on safety rather than dictating specific compositions and substances. These changes are
clearly acceptable for public health and safety and are in line with the NIHG amendments.

Passage of the revised ordinance would send a positive signal to the Bio-Tech and other high-tech
industries in Cambridge. Expansion and recruitment of these firms will help to improve the
economic health and well being of our city and state. The Chamber urges passage of this
important proposed ordinance.

""(::::ilc~ <--Lli !i
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Jonathan Ginsberg ,'

Director ofPublic Affairs/CommunityRelations
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859 MASSACHUSETTSAVE. CAMBRIDGE, MA 02139 (617) 876-4100
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The Ordinance committee held a public hearing on November 17,
1992 beginning at 5:30 p.m. in the Sullivan Chamber for the purpose
of considering proposed amendments to the Recombinant DNA
Ordinance. Present at the hearing were: Councillor Alice K. Wolf,
Chair of the Committee, Councillor Francis H. Duehay, Councillor
Sheila T. Russell, Councillor William H. Walsh and City Clerk
Margaret Drury.

Councillor Wolf convened the hearing and explained its
purpose. She then introduced Dr. Melvin Chalfin, Commissioner of
Health and Hospitals. Dr. Chalfin noted that he was also speaking
on behalf of the Cambridge Biohazards committee and introduced a
letter dated November 17, 1992 describing the proposed amendments
to the ordinance and explaining why they are being proposed. Dr.
Chalfin said that the ordinance has worked well for the city foreleven years; now, however, it should be changed to reflect recent
amendments to the National Institutes of Health Guidelines forResearch Involving Recombinant DNA Molecules (NIHG) and to permit
certain laboratory procedures as they are generally practiced in
other parts of the country.

Proposed changes to the ordinance include amending thedefinitions of recombinant DNA molecules and their categorization
to reflect recent amendments to the NIHG; changing the definitionof releases to the environment, focusing on safety and hazard, tobring Cambridge into conformity with the NIHG; changing the
amendment process to incorporate NIHG changes to which there has
been no objection within 60 days by the Commissioner of theCambridge Biohazards committee, which is renamed the Cambridge
Biosafety Committee; eliminating the section on large scale use and
the public hearing process for the large scale use and
incorporating the NIHG treatment of large scale processes;providing for renewal of permits annually; and updating of fines.

Deputy City Solicitor Donald Drisdell proposed an addition of
a clarifying sentence to Sec. 8.20.110.13, which Councillor Wolf
stated would be incorporated in the propcsed amendments to be
considered.

Councillor Wolf asked Dr. Chalfin to explain the elimination
of those sections of the present ordinance pertaining to large
scale practice. Dr. chalfin explained that the NIHG guidelines
cover large scale processes in Appendix K, in which safety and
hazard of materials are categorized by their intrinsic properties
rather than by the volume.

councillor Duehay asked whether there had been any health and
safety problems. Dr. Chalfin responded that there had been some
minor spills.

Councillor Wolf then opened the hearing to public testimony.
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Anthony Gemmalo, Massachusetts Biotechnology Council, Inc.,
One Kendall Square, submitted a letter and spoke in support of the
proposed amendments. He noted that there has been a positive track
record over the past seventeen years with no illnesses or injuries
associated with biotechnology.

john Brown, 76 Sparks Street, Associated Director of the
Whitehead Institute, spoke in support of the amendmentm

Daniel Lebberman, MIT Biosafety Officer, said that the
proposed amendments both protect safety and make changes which are
important to the researchers in the field.

susan Lee, Manager of Environmental Health & Safety, Biogen,
14 Cambridge Center, submitted written testimony and spoke in
support of the amendments. She said that the proposed amendments
will bring the DNA Ordinance up to date with current practice in
the rest of the country and put into place a more efficient
mechanism for adopting future changes.

jonathan Ginsberg, Director of Public Affairs, Cambridge
Chamber of Commerce, submitted a letter and spoke in support of the
proposed amendments.

Mary Splain, Science faculty, Cambridge Rindge and Latin,
urged adoption of the proposed amendments. She said that the
amendments are safe and provide benefits to the biotechnology
industry which is an important resource for the youth of Cambridge
who are seeking careers in this industry.

Phil Dussault, 148 Highland Avenue, also spoke in support of
the proposed amendments.

At the close of the public testimony, Councillor Duehay moved
that the proposed amendments be referred to the City Council with
a recommendation that they be ordained® The motion carried on a
unanimous voice vote.

Councillor Wolf thanked those present for their attendance and
the hearing was adjourned at 6:25 p.m.

F r the Committee,
t' "/i fjµuf "
Councillor Ali.'.jc K8 Wolf
chair "
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August 5 , 1992

TO: Donald A. Drisdell
FROM: Birge Albright BA
RE: Amendments to Chapter 8. 20 of the Code

Recombinant DNA Technoloqy

Recently , at the request of Dr. Chalfen, I drafted an

ordinance which amends Chapter 8
. 20 of the Code (Recombinant DNA

Technology) . This ordinance, which was based on a draft prepared

by Dr. chalfenr . yas submitted to the City council on August 3
,

1992.

In this memorandum, I will go through the current Chapter 8 .20

and explain how each section has been amended.

8 . 20 . 010 Purpose

In this section, the words "the other requirements of this
Chapter" have been added.

8. 20. 020 Guidelines

The title of this section has been changed to Definitions.
The definitions of "Recombinant DNA molecules" and "organisms

and viruses containing RDNA" have been amended to reflect recent
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amendments to the NIH Guidelines. The phrase, "such amendments .DO

as may be approved by the Cambridge Biohazards Committee" has been

amended to read, "such amendments as may be approved by the
Commissioner". The sentence, "Amendments not acted upon by the
Commissioner within sixty days shall be considered approved" has

been added.

The definition of "institution" has been eliminated.

The definition of "Guidelines" has been amended to refiect
recent amendments to the NIH Guidelines. In paragraph C(4), the

phrase "approved by the Cambridge Biohazards Committee" has been

amended to read "approved by the Commissioner", and the following
new sentence has been added: "Amendments not acted upon by the
Commissioner within sixty days shall be considered approved".

The following new definition of "person" has been added:

an institution, corporation, firm,
partnership, association, executor,
administrator, guardian, trustee, agent,C - ·

organization and any other group acting as a
unit, as well as a natural person.

8.20.030 Cambridge Biohazards Committee -Established - Membership

Title changed to Cambridqe BiosafetY Committee - Membership -
Staff.

A. Eliminated

B. becomes A. Add a new sentence at the end: "Members of

the CBC shall be Special Municipal Employees'C

C. becomes B. Substitute "authorized" for "empowered'C

D. becomes C. Substitute "persons" for "institutions".
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8.20.040 Cambridge Biohazards Committee -Duties and responsibilities
Title changed to Cambridge BiosafetY committee - Duties and

responsibilities.
A. Remains essentially unchanged.

B. Eliminated.
C. Eliminated.

D. becomes C. Substitute "procedures required by thiS

chapter" for "procedures required by Section 8.20.010, 8.20.010

(sic), 8.20.030 and 8.20.050 through 8.20.110 of this chapter'C

E. becomes B. Substitute "permit-holders" for
"institutions" and "permitted" for "institutional'C

F. becomes D. Paragraph has been shortenecL

8.20.050 Permit - Required

Title changed to Permit requirements.

In the first line, substitute "persons" for "institutions".
r " '

C. Substitute "reasonable inspections" for "inspection'C

D. At the end of the first sentence, substitute "facility"
for "institution", and add: "and a program for waste disposal in
compliance with all applicable federal, state and local laws'C

At the end of the section, add the following new paragraph:

Permits shall be issued and renewed on an
annual basis. The Commissioner may establish
fees for the issuance and renewal of permits.

8.20.060 Institutional Biosafety Committee - Membership

Title changed to Institutional Biosafety Committees.

Strike the first sentence and replace it with the following:
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The Institutional Biosafety Committees
(IBC) shall be established in accordance with
the Guidelines, except that the required
composition of each IBC shall include at least
one representative from the surrounding
community approved by the Health Policy Board,,

8.20.070 Institutional Biosafety Committee -Meetings - Report Filinq

Title changed to Reports.

This section has been rewritten to read as follows:
Each holder of a permit shall file regular

reports with the CBC, in a manner to be
determined by the CBC. Ali minutes of IBC
meetings must be sent to the Commissioner and
the CBC.

The meaning of the section remains the same.

8.20.080 Screeninq and testinq for purity

Title changed to Medical surveillance program.

The section entitled Screeninq and testinq for purity' has been

eliminated, and section 8.20.090 and all subsequent sections have

been renumberpC|·.

8.20.090 Medical surveillance proqram

This section is now 8.20.080.

The first sentence has been rewritten as follows:
Each permit-holder must provide an

appropriate medical surveillance program as
determined by its IBC and consistent with the
Guidelines.

The meaning remains the same.

8.20.100 Violation of Guidelines - Notification
This section is now 8.20.090.

Substitute "permit-holder" for "institution".
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8.20.110 Protection aqainst rodents and insects
This section is now 8.20.100.

Old section:

The premises in which RDNA is used must be
totally and completely free of rodent and
insect infestation.

New section:

Effective rodent and insect control
programs must be in place on premises where
RDNA use under this Chapter takes place.

8.20.120 Larqe-scale operations - Special permit required

Title changed to Enforcement.

The section entitled Large-scale operations - Special permit

required has been eliminated.

8.20.130 Restrictions
This section is now 8.20.110.

Old section:

A. ,.RI?NA use classiffed by the gyidelines as
requim.ng p3 phystcal contatnment and
biological containment greater than HV2 shall
not be permitted without prior approval of the
CBC. RDNA use requiring P4 containment shall
not be permitted in the city.
B. There shall be no deliberate release into
the environment, that is, the sewers, drains
or the air, of any organism containing
recombinant DNA and further that any
accidental release shall be reported to the
Commissioner of Health and Hospitals within
five days.

New section:

A. RDNA use requiring containment defined by
the Guidelines as "BL4" shall not be permitted
in Cambridge.
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B. Any accidental release which represents a
significant potential hazard to employees or
the public shall be reported to the
Commissioner immediately, and in no case more
than 24 hours after the release.

8.20.140 violation - Penalty

This section is now 8.20.120, and the title has been changed

to Enforcement.

Old section:
,A. Violation of the conditions of this

chapter shall subject the violator to a fine
of two hundred dollars per day and in addition
the facility in which the violation occurs may
be closed by the Commissioner of Health and
Hospitals. Each day of violation shall
constitute a separate and distinct offense.

B. Once a permit has been issued it may be
revoked by the Commissioner of Health and
Hospitals only upon a determination (subject
to judicial review) by the CBC and the
Commissioner of Health and Hospitals after due
notice and hearing, that the institution
involved has materially failed to comply with
the City ordinance, the permit agreements or
the guidelines (not withstanding reasonable
noticC'anci an opportunity to correct such
failures to comply with the provisions of this
chapter).

New section:

A. Any person who violates any provision of
this Chapter shall be subject to a fine of
three hundred dollars ($300.00) per violation.
Each day of violation shall constitute a
separate and distinct offense.
B. Once a permit has been issued, it may be
revoked, suspended, modified or not renewed by
the Commissioner only upon a determination by
the Commissioner and the CBC, after due notice
and hearing, that the permit-holder has
materially failed to comply with this Chapter,
the permit agreements or the Guidelines.
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c. Notwithstanding the above, the
commissioner, upon a determination that any
violation constitutes an immediate and severe
threat to the public health and safety, may
order the immediate closure of any premises or
laboratory engaging in or contributing to such
threat, without prior notice and hearing but
with subsequent notice and hearing.

The following new section has been added:

8.20.130 SeverabilitY.

If any section, subsection, sentence, clause, or portion of
this Chapter is for any reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,
distinct and independent provision, and such holding shall not
affect the validity of the remaining portions thereof.

ORD#3\DNA\DAD.mno

t · '
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/" "") Chapter 8.20 defined in the National Institutes of Health Guide.

lines promulgated in the Federal Register on No-'

RECOMBINANT DNA TECHNOLOGY vember 21, 1980, and such amendments thereto as

may be approved by the Cambridge Biohazards

Sections: Committee.

&20.010 Purpose. B. An institution is any single individual, group

820.020 Guidelines. of individuals or organization.

&20.030 Cambridge Biohazards C. "Guidelines" am defined as:

Committee—Established— 1. National Institutes of Health Guidelines for
Membership. Research Involving Recombinant DNA Molecules

8.20.040 Cambridge Biohazards published in the Federal Register of November 2L
Committee—Duties and 1980;

responsibilities. 2. National Institutes of Health Physical Con-

8.20.050 Permit—Required. tainment Recommendations for large-scale use of
8:20.060 Institutional Biosafety organisms containing recombinantDNA molecules

Committee—Membership. as published m the Federal Register of April n,
8.20.070 Institutional Biosafety 1980;

Committee—Meetings—Report 3. Administrative Practices Supplement to the

filing. National Institutes ofHealthGuidelinesforResearch

8.20.080 Screening and testing for Involving Recombinant DNA Molecules as issued

purity. by the Office of Recombinant DNA Activities,

8:20.090 Medical surveillance program November, 1980;

&20.100 Violation of guidelines— 4. Such amendments to subsections Cl, C2 and

i Notification. C3 of this section adopted by the National Institutes

&20.110 Protection against rodents and of Health as may be approved by the Cambridge

insects. Biohazards Committee. In the eventthat the Nation··

&20.120 Large-scale operations—Special al Institutes of Health shall discontinue or abolish

permit required. their guidelines, those guidelines in effect at the

8.20.130 Restriction& time of such discontinuance shall remain in effect

8.20.140 Violation—Penalty. in the City. (Ord. 955 (part), 1981: prior code §

11-7(1))

8.20.010 Purpose.

All use of RDNA by institutions in the City shall 8.20.030 CambridgeBiohazards
'be undertaken only in strict conformity with the Committee—Established—

guidelines set out in Section 8.20.020 of this chap- Membershipp

ter, and in conformity also with such other health A. A Cambridge Biohazards Committee ("CBC")

regulations as the Commissioner of Health and shall be established for the purpose of overseeing all

Hospitals may from time to time promulgate. (Ord. use of RDNA in the City and of advising the Com-

955 (part), 1981: prior code § 11-7(11)) missioner of Health and Hospitals and the Health
Policy Board.

8.20.020 Guidelines. B. The CBC shall be composed of the Commis--

In the contextof this chapter the following defini- sioner of Health and Hospitals or his/her designee,

tions are adopted: the Chairperson of the Health Policy Board or a

' A. Recombinant DNA molecules (RDNA) and board member designated by the Chairperson and a

organisms and viruses containing RDNA are those minimum of three other
"4"gg'"|

<;_J
212-l (Cambridge 9-91)
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8.20.030

members to be appointed by the City Manager. F. Developing a procedure for members of
The City Manager is authorized to provide for institutions where RDNA is used to report to the
the adequate staffing of the CBC. CBC violationsof this chapter, the guidelines or

C. The CBC and the CommissionerofHealth any other health regulations as the Commis-
and Hospitals are empowered to retain cornpe- sioner ofHealth and Hospitals may promulgate.

tent professional assistance in carryingout their (Ord. 955 (part), 1981: prior code § 11-9))

duties under this chapter.
D. The salaries and expenses of the staffand 8.20.050 Nrmit—Required.

consultants of the CBC under this chapter shall All institutions proposing to use RDNA must
be apportioned to the institutions holding per- obtain a permit from the Commissioner of
mitts under this chapter. (Ord. 955. (part), 1981: Health and Hospitals with thC approval of the

prior code § 11-7(III)) CBC. Permit requirements include written
agreement to:

A. Follow the guidelines;
8.20.040 Cambridge Biohazards B. Follow other conditions set forth in this

Committee—Dutiesand chapteE
responsibilities. C. Allow inspectionof facilitiesand pertinent

Specific responsibilities of the CBC shall records by the Cambridge Biohazards Commit.'
include: tee;

A. Establishing policies, proceduresand crite- D. Prepare a health and safety manual which
ria to aid in the implementation ofthe ordinance contains all procedures relevant to the use of
codified in this chapteF "RDNA at all levels ofcontainment in use at the

B. Approving all amendment to the guide- institution. The manualshall be submittedto the
lines before their implementation in the City. In Cambridge Biohazards Committee for review;
the event that the National Institutes of Health E. Establish a training program of safeguards
discontinues or abolishes their guidelines, those and procedures for personnel using RDNA. .

guidelines in effect at the time of such discontin- (Ord 955 (part), 1981: prior code § 11-7(IV))
uance shall remain in effect in the City;

C. Reviewing all proposals for RDNA use in 8.20.060 Institutional Biosafety Committee--
the City for compliance with the guidelines and Membership.
conformity with such other regulations as the The Institutional Biosafety Committee
Commissioner of Health and Hospitals may ("IBC") required by the National Institutes of
from time to time promulgate; Health Guidelines shall have at least one mem-

D. Reviewing manuals and worker training ber who is a nondoctoral person from a Iabora-
programs and approvinghealth-safety programs tory technical staff and one representative
and monitoring procedures required by Sections approved by the Health Policy Board. The IBC
8.20.010, 8.20.010, 8-.20.030 and 8.20.050 shall be the final arbiter within an institution,
through 8.20.110of this chapteF with regard to the implementationofthischapter

E. Determining the manner in which institu- and the guidelines. (Ord. 955 (part), 1981: prior
tions make reports or applications to the CBC, code § ll-7(V))
and the type of information required in such

reports or applications. Reviewing reports, 8.20.070 Institutional Biosafety Committee—
applications and recommendationsby IBC and Meetings—Reportfiling.
approving where appropriate. Carrying out site All minutes of the IBC meetings must be for-

S::?$!ji! visits to institutional facilities; warded to the Commissioner of Health and
\

213
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Hospitals 'and the CBC. It shall also be the those stated in Sections 8.20.010, 8.20.020, ^responsibility of the institution to hie regular 8.20.030 and 8.20.050 through &20.110 of this K-j'
reports with the Cambridge Biohazards Com- chapteL
mittee, in a manner to be determined by the B. All institutions mustobtain a special large-
CBC. (Ord. 955 (part), 1981: prior code § scale permit ("LS permit") from the Commis-
11-7(VI)) sioner ofHealthand Hospitalswith the approvU

oftheCBC, aMrtheCommissionerandtheCBC
8.20.080 Screening and testing for purity. have conducted an appropriatepublic hearing.

Institutions using RDNA shall perform ade- IS permit requirements include written agree=

quate screening to insure the purityof the strain ment to:
of host organisms used in the experiments and 1. Identify clearlyall large-scaleRDNA use iu
shall test organisms resulting from such experi- the IBC minutes;

rnents for their resistance to commonly used 2. Develop procedures through the IBC for
therapeutic antibiotics. (Ord. 955 (part), 1981: monitoring of large-scale operations, for com-'
prior code § 11-7(VII)) pliance with this chapter and the guidelines.

These procedures shall be approved by the CBC
8.20.090 Medical surveillance program. and the Commissionerof Health and Hospitals.

All institutions are to provide an appropriate 3. a. Allow an annual inspection and review
medical surveillance program as determinedby of the procedures and practices of large-scale
the Institutional BiosafetyCommitteeforall per- RDNA use forcompliancewith thischapteL The
sons engaged in the use of RDNA. Such pro- scope of this inspection and review shall be

grams must be approved by the CBC. (Ord. 955 mutually agreed upon by the institution and the
(part), 1981: prior code § 11-7(VIII)) CBC. C"""

b. TheCBC shall retaina professionally com-
1<..~)

8.20.100 Violation of guidelines— petent person, persoIL% agency or institution to
Notification. perform this inspectionand review. The results

The institution shall report within thirty days shall be reported to the CBC, the Commissioner
to the CBCand the CommissionerofHealth and of Health and Hospitals and the institution
Hospitals any significant problems with or vio- involved
lations of the guidelines and any significant c. The institution shall reimburse the City for
RDNA related accidents or illnesSes. (Ord. 955 the expense of this inspection and review includ- '

(part), 1981: prior code § 11-7(IX)) inganapportionmentofthesalariesofthes€of
' the CBC under su6sections B and C of Section

8.20.110 Protection against rodents and 8.20.030 of this chapteL
insects. " 4. Establish a- health-safety program for

The premises in which RDNA is used must be appropriate employees. Such a program is to
totally and completely free of rodent and insect include safety training, periodic retraining and
infestation. (OM. 955 (part), 1981: prior code § periodic health surveillance. Details and pro-
ll-7(X)) ceduresare to be established by each institution

and approved by the CBC and the Commissioner
8.20.120 Large-scale operations—Special of Health and Hospitals.

permit required. 5. Advance approval must be given by the
A. All institutions using RDNA on a "large- CBC for large-scale uses ofRDNA requiring P2

scale," as defined in the guidelines, must adhere or P3 physical containment. (Ord. 955 (part),
to the requirements of this section in addition to 1981: prior code § Ik8)) fg'. ")

214
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.-- .. 8.20.LO Restrictions.
.

dollars per day and in addition the facility m which
>

' A. "=qA use classified by the guidelines as the violation occurs may be closed by the Commis-
requiring P3 physical containment and biological sioner of Health and Hospitals. Each day of viola-
containmentgreaterthanHV2 shall not be permitted tion shall constitute a separate and distinct offense.

without prior approval of the CBC. RDNA use B. Once a permit has been issued it may be

requiring P4 containment shall not be permitted in revoked by the Commissionerof Health and Hospi-
the City. tals only upon a determination (subject to judicial

B. There shall be no deliberate release into the review) by the CBC and the Commissioner of
environment, that is, the sewers, drains or the air, of . . . .

·

. . . . Health and Hospitals after due notice and hearing,
any organism containing recombinant DNA and

further that any accidental release shall be reported that the institution involved has materially failed to

to the CommissionerofHealth and Hospitalswithin comply with the City ordinance, the permit agree-

five days. (Ord. 955 (part), 1981: prior code § merits or the guidelines (not withstanding reasonable

ll-lO)) notice and an opportunity to correct such failures to

comply with the provisions of this chapter)- (Ord.
8.20.140 Violation—Penalty. 955 (part), 1981: prior code § ll-ll))

A. Violation of the conditions of this chapter

shall subject the violator to a fine of two hundred

'b

!

.

.
.
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August 5, 1992

TO: Donald A. Drisdell
FROM: Birge Albright BA
RE: Amendments to Chapter 8 .20 of the Code

Recombinant DNA TechnoloqY

Recently , at the request of Dr. Chalf en, I drafted an

ordinance which amends Chapter 8 . 20 of the Code (Recombinant DNA

Technology) . This ordinance, which was based on a draft prepared

by Dr. chalfen, . yas submitted to the City council on August 3 ,

1992.

In this memorandum, I will go through the current Chapter 8 & 20

and explain how each section has been amended.

8. 20. 010 Purpose

In this section, the words "the other requirements of this
Chapter" have been added.

8 .20. 020 Guidelines

The title of this section has been changed to Definitions.
The definitions of "Recombinant DNA molecules" and "organisms

and viruses containing RDNA" have been amended to reflect recent
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amendments to the NIH Guidelines. The phrase, "such amendments
...

as may be approved by the Cambridge Biohazards Committee" has been

amended to read, "such amendments as may be approved by the

Commissioner". The sentence, "Amendments not acted upon by the

Commissioner within sixty days shall be considered approved" has

been added.

The definition of "institution" has been eliminated.

The definition of "Guidelines" has been amended to refiect
recent amendments to the NIH Guidelines. In paragraph C(4), the

phrase "approved by the Cambridge Biohazards Committee" has been

amended to read "approved by the Commissioner", and the following
new sentence has been added: "Amendments not acted upon by the
Commissioner within sixty days shall be considered approved".

The following new definition of "person" has been added:

an institution, corporation, firm,
partnership, association, executor,
administrator, guardian, trustee, agent,r · ·

organization and any other group acting as a
unit, as well as a natural person.

8.20.030 Cambridge Biohazards Committee -Established - Membership

Title changed to Cambridqe BiosafetY Committee - Membership -
Staff.

A. Elilninated

B. becomes A. Add a new sentence at the end: "Members of
the CBC shall be Special Municipal Employees".

C. becomes B. substitute "authorized" for "empowered".

D. becomes C. Substitute "persons" for "institutions".
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8.20.040 Cambridge Biohazards Committee -Duties and responsibilities

Title changed to Cambridqe Biosafety Committee - Duties and

responsibilities.
A. Remains essentially unchanged.

B. Eliminated.

C. Eliminated.

D. becomes C. Substitute "procedures required by thiS

Chapter" for "procedures required by Section M20.010, 8.20.010

(sic), 8.20.030 and 8.20.050 through 8.20.110 of this chapter".

E. becomes B. Substitute "permit-holders" for
"institutions" and "permitted" for "institutionai'C

F. becomes D. Paragraph has been shortened.

8.20.050 Permit - Required

Title changed to Permit requirements.

In the first line, substitute "persons" for "institutions".
t - ·

C. Substitute "reasonable inspections" for "inspection'C

D. At the end of the first sentence, substitute "facility"
for "institution", and add: "and a program for waste disposal in
compliance with all applicable federal., state and local laws'C

At the end of the section, add the following new paragraph:

Permits shall be issued and renewed on an
annual basis. The Commissioner may establish
fees for the issuance and renewal of permits.

8.20.060 Institutional Biosafety Committee - Membership

Title changed to Institutional Biosafety Committees.

Strike the first sentence and replace it with the following:
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The Institutional Biosafety Committees
(IBC) shall be established in accordance with
the Guidelines, except that the required
composition of each IBC shall include at least
one representative from the surrounding
community approved by the Health Policy Board®

8.20.070 Institutional Mosafety Committee -' Meetinqs - Report Filinq

Title changed to Reports.

This section has been rewritten to read as follows:
X

Each holder of a permit shall file regular
reports with the CBC, in a manner to be
determined by the CBC® Ali minutes of IBC
meetings must be sent to the Commissioner and
the CBC.

The meaning of the section remains the same®

8.20.080 Screeninq and testinqEor purity

Title changed to Medical surveillance proqram
The section entitled Screeninq and testinqAmr_purity has been

eliminated, and section 8.20.090 and aLl subsequent sections have

been renumber!?d·.

8.20.090 Medical surveillance proqram

This section is now 8.2CN080.

The first sentence has been rewritten as follows:
.

Each permit-holder must provide an
appropriate medical surveillance program as
determined by its IBC and consistent with the
G'uidelines.

The meaning remains the same.

8.20.100 Violation of Guidelines - Notification
This section is now 8.20.090.

Substitute "permit-holder" for "institution'C

D
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8.20.110 Protection aqainst rodents and insects

This section is now 8.20.100.

Old section:

The premises in which RONA is used must be
totally and completely free of rodent and
insect infestation.

New section:

Effective rodent and insect control
programs must be in place on premises where
RDNA use under this Chapter takes place.

8.20.120 Larqe-scale operations - Special permit required

Title changed to Enforcement.

The section entitled Large-scale operations - Special permit

required has been eliminated.

8.20.130 Restrictions
This section is now 8.20.110.

Old section:

A. ,,RI?NA use classiffed by the gVlidelines as
requtrtng P3 physlcal contaimment and
biological containment greater than HV2 shall
not be permitted without prior approval of the
CBC. RONA use requiring P4 containment shall
not be permitted in the City.
B. There shall be no deliberate release into
the environment, that is, the sewers, drains
or the air, of any organism containing
recombinant DNA and further that any
accidental release shall be reported to the
Commissioner of Health and Hospitals within
five days.

New section:

A. RDNA use requiring containment defined by
the Guidelines as "BL4" shall not be permitted
in Cambridge.

.
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B. Any accidental release which represents a
significant potential hazard to employees or
the public shall be reported to the
Commissioner immediately, and in no case more
than 24 hours after the release.

8.20.140 Violation - Penalty

This section is now 8.20.120, and the title has been changed

to Enforcement.

Old section:

A. Violation of the conditions of this
chapter shall subject the violator to a fine
of two hundred dollars per day and in addition
the facility in which the violation occurs may
be closed by the Commissioner of Health and
Hospitals. Each day of violation shall
constitute a separate and distinct offense.
B. Once a permit has been issued it may be
revoked by the Commissioner of Health and
Hospitals only upon a determination (subject
to judicial review) by the CBC and the
Commissioner of Health and Hospitals after due
notice and hearing, that the institution
involved has materially failed to comply with
the City ordinance, the permit agreements or
the guidelines (not withstanding reasonable
noticC' and an opportunity to correct such
failures to comply with the provisions of this
chapter).

New section:

A. Any person who violates any provision of
this Chapter shall be subject to a fine of
three hundred dollars ($300.00) per violatiom
Each day of violation shall constitute a
separate and distinct offense.
B. Once a permit has 'been issued, it may be
revoked, suspended, modified or not renewed by
the Commissioner only upon a determination by
the Commissioner and the CBC, after due notice
and hearing, that the permit-holder has
materially failed to comply with this Chapter,
the permit agreements or the Guidelines.
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C. Notwithstanding the above, the
commissioner, upon a determination that any
violation constitutes an immediate and severe
threat to the public health and safety, may
order the immediate closure of any premises or
laboratory engaging in or contributing to such
threat, without prior notice and hearing but
with subsequent notice and hearing.

The following new section has been added:

8.20.130 Severability.

If any section, subsection, sentence, clause, or portion of
this Chapter is for any reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,
distinct and independent provision, and such holding shall not
affect the validity of the remaining portions thereof.

ORD#3\DNA\DAD.mno
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. Chapter &20 defined in the National Institutes of Health Guide-

.

.) lines promulgated m the Federal Register on No-
RECOMBINANT DNA TECHNOLOGY vember 21, 1980, and such amendments thereto as

may be approved by the Cambridge Biohazards

Sections: Committee.

820.010 Purpose. B. An institution is any single individual, group
&20.020 Guidelines. of individuals or organization.
&20.030 Cambridge Biohazards C. "Guidelines" are defined as:

Committee—Established— 1. National Institutes of Health Guidelines for
Membership. Research Involving Recombinant DNA Molecules

&20.040 Cambridge Biohazards published in the Federal Register of November 21,

Committee—Duties and 1980;

responsibilities. 2. National Institutes of Health Physical Con-
8:20.050 Permit—Required. tainment Recommendations for large-scale use of
&20.060 Institutional Biosafety organisms containing recombinant DNA molecules

Committee—Membership. as published m the Federal Register of April ll,
&20.070 Institutional Biosafety 1980:

Committee—Meetings—Report 3. Administrative Practices Supplement to the

filing. National Institutes ofHealthGuidelinesfor Research

&20.080 Screening and testing for Involving Recombinant DNA Molecules as issued

purity. by the Office of Recombinant DNA Activities,
820.090 Medical surveillance prograrTL November, 1980;
8.20.100 Violation of guidelines— 4. Such amendments to subsections Cl, C2 and

'! Notification. C3 of this section adopted by the National Institutes
8.20.110 Protection against rodents and of Health as may be approved by the Cambridge

insects. Biohazards Committee. In the eventthat the Nation-
&20.120 Large-scale operations—Special al Institutes of Health shall discontinue or abolish

permit required. their guidelines, those guidelines in effect at the

8.20.130 Restriction& time of such discontinuanceshall remain in effect
&20.140 Violation—Penalty. in the City. (Ord. 955 (part), 1981: prior code §

11-7(1))

8.20.010 Purpose.

All use ofRDNA by institutions in the City shall 8.20.030 Cambridge Biohazards
'be undertaken only in strict conformity with the Committee—Established—
guidelines set out in Section 8.20.020 of this chap- Membership.
ter, and in conformity also with such other health A. A Cambridge Biohazards Committee ("CBC")
regulations as the Commissioner of Health and shall be established for the purpose ofoverseeing all
Hospitals may firom time to time promulgate. (Ord. use of RDNA in the City and of advising the Com-
955 (part). 1981: prior code § 11-7(11)) missioner of Health and Hospitals and the Health

Policy Board.

&20.020 Guidelines. B. The CBC shall be compsedof the Commis-
In the contextof this chapterthe following defini- sioner of Health and Hospitals or his/her designee,

tions are adopted: the Chairperson of the Health Policy Board or a
" A. Recombinant DNA molecules (RDNA) and board member designated by the Chairperson and a

organisms and viruses containing RDNA are those minimum of three other
!
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members to be appointed by the City Manager. F. Developing a procedure for members of
The City Manager is authorized to provide for institutionswhere RDNA is used to report to the
the adequate stafhng of the CBC. CBC violations of this chapter, the guidelines or

C. The CBC and the CommissionerofHealth any other health regulations as the Cornmis-
and Hospitals are empowered to retain compe- sioner ofHealth and Hospitals may promulgate.

tent professional assistance in carryingout their (Ord. 955 (part), 1981: prior code § 11-9))

duties under this chapter.
D. The salaries and expenses of the staffand 8.20.050 Permit—Required.

consultants of the CBC under this chapter shall All institutions proposing to use RDNA must
be apportioned to the institutions holding per- obtain a permit from the Commissioner of
mitts under this chapter. (Ord 955 (part), 1981: Health and Hospitals with thC approval of the

prior code § 11-7(III)) CBC. Permit requirements include written
agreement to:

A. Follow the guidelines;
8.20.040 Cambridge Biohazards B. Follow other conditions set forth in this

Committee—Dutiesand chapteF
responsibilities. C. Allow inspection of facilitiesand pertinent

Specific responsibilities of the CBC shall records by the Cambridge Biohazards Commit-
include: tee;

A. Establishing policies, proceduresand crite- D. Prepare a health and safety manualwhich
ria to aid in the implementation ofthe ordinance contains all procedures relevant to the use of
codified in this chapteF 'RDNA at all levels ofcontainment in use at the

B. Approving all amendment to the guide- institution. The manual shall besubmittedto the
lines before their implementation in the City. In Cambridge Biohazards Committee for review;
the event that the National Institutes of Health E. Establish a training program of safeguards
discontinues or abolishes their guidelines, those and procedures for personnel using RDNA.
guidelines in effect at the time ofsuch discontin- (Ord. 955 (part), 1981: priorcode § 11-7(IV))
uance shall remain in effect in the City;

C. Reviewing all proposals for RDNA use in 8.20.060 Institutional Biosafety Committee—
the City for compliancewith the guidelines and Membership.
conformity with such other regulations as the The Institutional Biosafety Committee
Commissioner of Health and Hospitals may ("IBC') required by the National Institutes of
from time to time promulgate; Health Guidelinesshall have at least one mem-

D. Reviewing manuals and worker training ber who is a nondoctoral person from a labora-
programs and approvinghealth-safety programs tory technical staff and one representative
and monitoring procedures required by Sections approved by the Health Policy Board. The IBC
8.20.010, 8.20.010, 8..20.030 and 8.20.050 shall be the final arbiter within an institution,
through 8.20.110 of this chaptm with regard to the implementationofthis chapter

E. Determining the manner in which institu- and the guidelines. (Ord. 955 (part), 1981: prior
tions make reports or applicationsto the CBC, code § ll-7(V))
and the type of information required in such

reports or applications. Reviewing reports, 8.20.070 Institutional Biosafety Committee—
applicationsand recommendations by IBC and Meetings—Reportfiling.
approving where appropriate. Carrying out site All minutes of the IBC meetings must be for-

,'!i jisi' visits to institutional facilities; warded to the Commissioner of Health and
L
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Hospitals and the CBC. It shall also be the those stated in Sections 8.20.010, 8.20.020, Oresponsibility of the institution to hie regular 8.20.030 and 8.20.050 through 8.20.110 of this 'u--

reports with the Cambridge Biohazards Com- chapter.
mittee, in a manner to be determined by the B. All institutions mustobtain a special large-
CBC. (Ord. 955 (part), 1981: prior code § scale permit ("IS permit") from the Commis-
11-7(VI)) sioner ofHealth and Hospitals with the approval

ofthe CBC, aftertheCommissionerand theCBC
8.20.080 Screening and testing for purity. have conducted an appropriate public hearing.

Institutions using RDNA shall perform ade- IS permit requirements include written agree-

quate screening to insure the purity of the strain ment to:

of host organisms used in the experiments and I. Identify clearly all large-scaleRDNAuse in
shall test organisms resulting from such experi- the IBC minutes;

ments for their resistance to commonly used 2. Develop procedures through the IBC for
therapeutic antibiotics. (Ord. 955 (part), 1981: monitoring of large-scale operations, for com-'
prior code § 11-7(VII)) pliance with this chapter and the guidelines.

These procedures shall be approved by the CBC
8.20.090 Medical surveillance program. and the CommissionerofHealth and Hospitals.

All institutions are to provide an appropriate 3. a. Allow an annual inspection and review
medical surveillance program as determinedby of the procedures and practices of large-scale

the Institutional Biosafety Committee forall per- RDNAuse forcompliancewith thischapter.The
sons engaged in the use of RDNA. Such pro- scope of this inspection and review shall be

grams must be approved by the CBC. (Ord. 955 mutually agreed upon by the institution and the
(part), 1981: prior code § 11-7(VIII)) CBC.

f
¢""")

b. The CBC shall main a pro essionally com- '"°--'
8.20.100 Violation of guidelines— petent person, persoIL% agency or institution to

Notification. perform this inspection and review. The results
The institution shall report within thirty days shall be reported to the CBC, the Commissioner

to the CBC and the CommissionerofHealthand of Health and Hospitals and the institution
Hospitals any significant problems with or vio- involved.
lations of the guidelines and any significant c. The institution shall reimburse the City for
RDNA related accidents or illnesSes. (Ord. 955 the expense of this inspection and review includ- '

(part), 1981: prior code § 11-7(IX)) ingan apportionlnentofthesalariesofthe staffof
the CBC under subsections B and C of Section

8.20.110 Protectionagainst rodents and 8.20.030 of this chapter.
insects. 4. Establish a health-safety program for

The premises in which RDNA is used must be appropriate employees. Such a program is to
totally and completely free of rodent and insect include safety training, periodic retraining and
infestation. (Ord. 955 (part), 1981: prior code § periodic health surveillance. Details and pro-
ll-7(X)) cedures are to be established by each institution

and approved bythe CBC and the Commissioner
8.20.120 Large-scale operations—Special of Health and Hospitals.

permit required. 5. Advance approval must be given by the
A. All institutions using RDNA on a "large- CBC for large-scale uses of RDNA requiring P2

.t
scale," as defined in the guidelines, must adhere or P3 physical containment. (Ord. 955 (part)?

,.to the requirements ofthis section in addition to 1981: prior code § 11-B)) fj""
'"j
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8.20.130 Restriction&

..
dollars per day and in addition the facility m which

: '

A. RDNA use classified by the guidelines as the violation occurs may be closed by the Commis-
requiring P3 physical containment and biological sioner of Health and Hospitals. Each day of viola-
containmentgreater than HV2 shall not be permitted tion shall constitute a separate and distinct offense.

without prior approval of the CBC. RDNA use B. Once a permit has been issued it may be

requiring P4 containmentshall not be permitted in revoked by the Commissionerof Health and Hospi-
the City. tals only upon a determination (subject to judicial

B. There shall be no deliberate release into the review) by the CBC and the Commissioner of
environment, that is, the sewers, drains or the air, of . . .

. . . Health and Hospitals after due notice and hearing,
any organism containing recombinant DNA and

further that any accidental release shall be reported that the institution involved has materially failed to

to the Commissionerof Health and Hospitalswithin comply with the City ordinance, the permit agree-

five days. (Ord. 955 (part), 1981: prior code § merits or the guidelines (not withstanding reasonable

ll-lO)) notice and an opportunity to correct such failures to
comply with the provisions of this chapter). (Ord.

8.20.140 Violation—Penalty. 955 (part). 1981: prior code § ll-ll))
A. Violation of the conditions of this chapter

shall subject the violator to a fine of two hundred

I

.

.
.

.
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August 5, 1992 .

TO: Donald A. Drisdell
FROM: Birge Albright BA
RE: Amendments to Chapter 8 .20 of the Code

Recombinant DNA Technoloqj'

Recently , at the request of Dr. Chalfen, I drafted an

ordinance which amends Chapter 8. 20 of the code (Recombinant DNA

Technology) . This ordinance, which was based on a draft prepared

by Dr. Chalfen, was submitted to the City Council on August 3,
t - ·

1992.

In this memorandum, I will go through the current Chapter 8 .20

and explain how each section has been amendede

8 . 20. 010 Purpose

In this section, the words "the other requirements of this
Chapter" have been added.

8.20.020 Guidelines

The title of this section has been changed to Definitions.
The definitions of "Recombinant DNA molecules" and "organisms

and viruses containing RDNA" have been amended to reflect recent
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amendments to the NIH Guidelines. The phrase, "such amendments ..®

as may be approved by the Cambridge Biohazards Committee" has been

amended to read, "such amendments as may be approved by the
Commissioner". The sentence, "Amendments not acted upon by the
Commissioner within sixty days shall be considered approved" has

been added.

The definition of "institution" has been eliminatecL

The definition of "Guidelines" has been amended to refiect
recent amendments to the NIH Guidelines. In paragraph C(4), the

phrase "approved by the Cambridge Biohazards Committee" has been

amended to read "approved by the Commissioner", and the following
new sentence has been added: "Amendments not acted upon by the
Commissioner within sixty days shall be considered approved".

The following new definition of "person" has been added:

an institution, corporation, firm,
partnership, association, executor,
admin!Stretor, guardian, trustee,

.
agent,

organ].zatlon and any other group acting as a
unit, as well as a natural person.

8.20.030 Cambridge Biohazards Committee -Established - Membership

Title changed to Cambridqe Biosafety Committee - Membership -
Staff.

A. Eliminated

B. becomes A. Add a new sentence at the end: "Members of

the CBC shall be Special Municipal Employees".

C. becomes B. Substitute "authorized" for "empowered'C

D. becomes C. Substitute "persons" for "institutions'C

.
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8.20.040 Cambridge Biohazards Committee -Duties and responsibilities
Title changed to Cambridqe BiosafetY Committee - Duties and

responsibilities.
A. Remains essentially unchanged.

B. Eliminated.

C. Eliminated.

D. becomes C. Substitute "procedures required by this
Chapter" for "procedures required by Section 8.20.010, 8.20.010

(sic), 8.20.030 and 8.20.050 through 8.20.110 of this chapter".

E. becomes B. Substitute "permit-holders" for
"institutions" and "permitted" for "institutional".

F. becomes D. Paragraph has been shortened.

8.20.050 Permit - Required

Title changed to Permit requirements.

In the first line, substitute "persons" for "institutions".
e - ·

C. Substitute "reasonable inspections" for "inspection".
D. At the end of the first sentence, substitute "facility"

for "institution", and add: "and a program for waste disposal in
compliance with all applicable federal, state and local laws".

At the end of the section, add the following new paragraph:

Permits shall be issued and renewed on an
annual basis. The Commissioner may establish
fees for the issuance and renewal of permits.

8.20.060 Institutional Biosafety Committee - Membership

Title changed to Institutional Biosafety Committees.

Strike the first sentence and replace it with the following:
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The Institutional Biosafety Committees
(IBC) shall be established in accordance with
the Guidelines, except that the required
composition of each IBC shall include at least
one representative from the surrounding
community approved by the Health Policy Board.

8.20.070 Institutional Biosafety Committee -Meetinqs - Report Filing

Title changed to Reports.

This section has been rewritten to read as follows:
.

Each holder of a permit shall file regular
reports with the CBC, in a manner to be
determined by the CBC. All minutes of IBC
meetings must be sent to the Commissioner and
the CBC.

The meaning of the section remains the same.

8.20.080 Screeninq and testinq for puritY

Title changed to Medical surveillance proqram.

The section entitled Screeninq and testinq for purity has been

eliminated, and section 8.20.090 and all subsequent sections have

been renuinberpQ·.

8.20.090 Medical surveillance proqram

This section is now 8.20.080.

The first sentence has been rewritten as follows:
Each permit-holder must provide an

appropriate medical surveillance program as
determined by its IBC and consistent with the
Guidelines.

The meaning remains the same.

8.20.100 Violation of Guidelines - Notification
This section is now 8.20.090.

Substitute "permit-holder" for "institution".
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8.20.110 Protection aqainst rodents and insects

This section is now 8.20.100.

old section:

The premises in which rdna is used must be
totally and completely free of rodent and
insect infestation.

New section:

Effective rodent and insect control
programs must be in place on premises where

,

RDNA use under this Chapter takes place.

8.20.120 Larqe-scale operations - Special permit required

Title changed to Enforcement.

The section entitled Large-scale operations - Special permit

required has been eliminated.

8.20.130 Restrictions
This section is now 8.20.110.

old section:

A. ,,RI?NA use classiffed by the gElidelines as
requtrimg P3 physlcal contaimment and
biological containment greater than HV2 shall
not be permitted without prior approval of the
CBC. RDNA use requiring P4 containment shall
not be permitted in the City.
B. There shall be no deliberate release into
the environment, that is, the sewers, drains
or the air, of any organism containing
recombinant DNA and further that any
accidental release shall be reported to the
Commissioner of Health and Hospitals within
five days.

New section:

A. RONA use requiring containment defined by
the Guidelines as "BL4" shall not be permitted
in Cambridge.
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B. Any accidental release which represents a
significant potential hazard to employees or
the public shall be reported to the
Commissioner immediately, and in no case more
than 24 hours after the release.

8.20.140 Violation - Penalty

This section is now 8.20.120, and the title has been changed

to Enforcement.

Old section:
X

A. Violation of the conditions of this
chapter shall subject the violator to a fine
of two hundred dollars per day and in addition
the facility in which the violation occurs may
be closed by the Commissioner of Health and
iiospitals. Each day of violation shall
constitute a separate and distinct offense.

B. Once a permit has been issued it may be
revoked by the Commissioner of Health and
iiospitals only upon a determination (subject
to judicial review) by the CBC and the
Commissioner of Health and Hospitals after due
notice and hearing, that the institution
involved has materially failed to comply with
the City ordinance, the permit agreements or
the guidelines (not withstanding reasonable
noticC'anci an opportunity to correct such
failures to comply with the provisions of this
chapter).

New section:

A. Any person who violates any provision of
this Chapter shall be subject to a fine of
three hundred dollars ($300.00) per violation.
Each day of violation shall constitute a
separate and distinct offense.

B. Once a permit has been issued, it may be
revoked, suspended, modified or not renewed by
the Commissioner only upon a determination by
the Commissioner and the CBC, after due notice
and hearing, that the permit-holder has
materially failed to comply with this Chapter,
the permit agreements or the Guidelines.

D
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C. Notwithstanding the above, the
Commissioner, upon a determination that any{

violation constitutes an immediate and severe
threat to the public health and safety, may
order the immediate closure of any premises or
laboratory engaging in or contributing to such
threat, without prior notice and hearing but
with subsequent notice and hearing.

The following new section has been added:

8.20.130 Severa,bilitY.

If any section, subsection, sentence, clause, or portion of
this Chapter is for a"ny reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,
distinct and independent provision, and such holding shall not
affect the validity of the remaining portions thereof.
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Chapter 8.20 defined in the National Institutes of Health Guide-

' ")
lines promulgated m the Federal R2gister on No-·

RECOMBINANT DNA TECHNOLOGY vember 21, 1980, and such amendments thereto as

may be approved by the Cambridge Biohazards

Sections: Committee.

&20.010 Purpose. Bo An institution is any single individual, group

&20.020 Guidelines. of individuals or organization.

&20.030 Cambridge Biohazards C. "Guidelines" are defined as:

Committee—Established— 10 National Institutes of Health Guidelines for
Membership. Research Involving Recombinant DNA Molecules

&20.040 Cambridge Biohazards published in the Federal Register of November 2L
Committee—Duties and 1980;

responsibilities. 2. National Institutes of Health Physical Con-

8.20.050 Permit—Required. tainment Recommendations for large-scale use of
&20.060 Institutional Biosafety organisms containing recombinantDNA molecules

Committee—Membership. as published m the Federal Register of April Ill,
&20.070 Institutional Biosafety 1980;

Committee—Meetings—Report 3. Administrative Practices Supplement to the

filing. National Institutes ofHealthGuidelinesforResearch

8.20.080 Screening and testing for Involving Recombinant DNA Molecules as issued

purity. by the Office of Recombinant DNA Activities,

8:20.090 Medical surveillance program November, 1980;

8.20.100 Violation of guidelines— 4. Such amendments to subsections Cl, C2 and

'\ Notification. C3 of this section adopted by the National Institutes

&20.110 Protection against rodents and of Health as may be approved by the Cambridge

insects. Biohazards Committee. In the event that the Nation-

&20.120 Large-scale operations—Special al Institutes of Health shall discontinue or abolish

permit required. their guidelines, those guidelines in effect at the

8.20.130 Restriction& time of such discontinuanceshall remain in effect

8.20.140 Violation—Penalty. in the City. (Ord. 955 (part), 1981: prior code §

11-7(1))

&20.010 Purpose.

All use ofRDNA by institutions in the City shall 8.20.030 Cambridge Biohazards
'be undertaken only in strict conformity with the Committee—Established—

guidelines set out in Section 8.20.020 of this chap- Membership.

ter, and in conformity also with such other health A. A Cambridge Biohazards Committee ("CBC")

regulations as the Commissioner of Health and shall be established for the purpose ofoverseeing all
Hospitals may from time to time promulgate. (Ord. use of RDNA in the City and of advising the Com-

955 (part), 1981: prior code § 11-7(11)) missioner of Health md Hospitals and the Health

Policy Board.

820.020 Guidelines. B. The CBC shall be comµ)sed of the Commis-

In the contextof this chapter the following defini- sioner of Health and Hospitals or hislher designee,

tions are adopted: the Chairperson of the Health Policy Board or a

' A. Recombinant DNA molecules (RDNA) and board memberdesignated by the Chairperson and a

organisms and viruses containing RDNA are those minimum of three other

't
:jj!}
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members to be appointed by the City Manager. F. Developing a procedure for members of'

The City Manager is authorized to provide for institutions where RDNA is used to report to the
the adequate stafhng of the CBC. CBC violations of this chapter, the guidelines or

C. The CBC and the CommissionerofHealth any other health regulations as the Commis-
and Hospitals are empowered to retain compe- sioner ofHealth and Hospitals may promulgate

tent professional assistance in carryingout their (Ord. 955 (part), 1981: prior code § 11-9))

duties under this chapter.
D. The salaries and expenses of the staffand 8.20.050 Krmit—Required.

consultants of the CBC under this chapter shall All institutions proposing to use RDNA must
be apportioned to the institutions holding per- obtain a permit from the Commissioner of
mitts under this chapter. (Ord. 955. (part), 1981: Health and Hospitals with thC approval of the

prior code § 11-7(III)) CBC. Permit requirements include written
agreement to:

A. Follow the guidelines;
8.20.040 Cambridge Biohazards B. Follow other conditions set forth in this

Committee—Dutiesand chaptcf
responsibilities. C. Allow inspection of facilities and pertinent

Specific responsibilities of the CBC shall records by the Cambridge Biohazards Commit-
include: tee;

A. Establishing policies, procedures and crite- D. Prepare a health and safety manualwhich
ria to aid in the implementation of the ordinance contains all procedures relevant to the use of
codified in this chapteF RDNA at all levels of'containment in use at the

B. Approving all amendment to the guide- institution. The manualshall be submittedto the
lines before their implementation in the City. In Cambridge Biohazards Committee for review;
the event that the National Institutes of Health E. Establish a training program of safeguards
discontinues or abolishes their guidelines, those and procedures for personnel using RDNAa
guidelines in effect at the time of such discontin- (Ord 955 (part), 1981: prior code § 11-7(IV))'
uance shall remain in effect in the City;

C. Reviewing all proposals for RDNA use in 8.20.060 Institutional Biosafety Committee--'
the City for compliancewith the guidelines and Membership.
conformity with such other regulations as the The Institutional Biosafety Committee
Commissioner of Health and Hospitals may ("IBC') required by the National Institutes of
from time to time promulgate; Health Guidelinesshall have at least one mem-

D. Reviewing manuals and worker training ber who is a nondoctoral person from a labora-

programs and approvinghealth-safety programs tory technical staff and one representative
and monitoring procedures required by Sections approved by the Health Policy Board. The IBC'

8.20.010, 8.20.010, 8.20.030 and 8.20.050 shall be the final arbiter within an institution,
through 8.20.110of this chapter with regard to the implementationofthis chapter

E. Determining the manner in which institu- and the guidelines. (Ord. 955 (part), 1981: prior
tions make reports or applications to the CBC, code § ll-7(V))
and the type of information required in such

reports or applications. Reviewing reports, 8.20.070 Institutional Biosafety Committee—
applications and recommendations by IBC and Meetings—Reportfiling.
approvingwhere appropriate. Carrying out site All minutes of the IBC meetings must be for-

i'si?'{ii$?, visits to institutional facilities; warded to the Commissioner of Health and
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Hospitals and the CBC. It shall also be the those stated in Sections 8.20o010, 8.20.020,
responsibility of the institution to file regular 8o20.030 and 8.20.050 through 8.20.110 of this tjreports with the Cambridge Biohazards Com- chapter.
mittee, in a manner to be determined by the B. All institutions mustobtain a special Iarge=

CBC. (Ord. 955 (part), 1981: prior code § scale permit ("IS permit") from the Commis-
11-7(VI)) sioner ofHealth and Hospitals with the approval

oftheCBC, aMrtheCommissionerandtheCBC
8.20.080 Screening and testing for purity. have conducted an appropriate public hearing.

Institutions using RDNA shall perform ade- IS permit requirements include mitten agree=

quate screening to insure the purity of the strain ment to:
of host organisms used in the experiments and L Identify clearlyall large-scaleRDNAuse in
shall test organisms resulting from such experi- the IBC minutes;

ments for their resistance to commonly used 2. Develop procedures through the IBC foe
- therapeutic antibiotics. (Ord. 955 (part), 1981: monitoring of large-scale operations, for coin-'

prior code § 11-7(VII)) pliance with this chapter and the guidelines.
These procedures shall be approved by the CBC

8.20.090 Medical surveillance program. and the CommissionerofHealth and Hospitals.

All institutions are to provide an appropriate 3. a. Allow an annual inspection and review
medical surveillance program as determinedby of the procedures and practices of large-scale
the Institutional Biosafety Committee forall per- RDNAuse forcompliance with thischapteL The
sons engaged in the use of RDNA. Such pro- scope of this inspection and Feview shall be

grams must be approved by the CBC. (Ord. 955 mutually agreedupon by the institution and the
(part), 1981: prior code § 11-7(VIII)) CBC. r""

b. TheCBC shall retain a professionally com-
'1<.._.)

8.20.100 Violation of guidelines— petent person, persons, agency or institution to
Notification. perform this inspection and revie« The results

The institution shall report within thirty days shall be reported to the CBC, the Commissioner
to the CBCand the CommissionerofHealth and of Health and Hospitals and the institution
Hospitals any significant problems with or vio- involved
lations of the guidelines and any significant c. The institution shall reimburse the City for
RDNA related accidents or illnesSes. (OrcL 955 the expense ofthis inspection and review includ-

"

(part), 1981: prior code § 11-7(IX)) ingan apportionmentofthesalariesofthe staffof
' the CBC under su6sections B and C of Section

8.20.110 Protection against rodents and 8.20.030 of this chapteE
insects. ' 4. Establish a health-safety program for

Thepremises in which RDNA is used must be appropriate employees. Such a program is to
totally and completely free of rodent and insect include safety training, periodic retraining and
infestation. (Ord. 955 (part), 1981: prior code § periodic health surveillance. Details and pro-
11-7(X)) cedures are to be established by each institution

and approvedbytheCBC and the Commissioner
8.20.120 Large-scale operations—Special of Health and Hospitals.

permit required. 5. Advance approval must be given by the
A. All institutions using RDNA on a "large- CBC for large-scaleuses ofRDNA requiring P2

scale," as defined in the guidelines, must adhere or P3 physical containment. (Ord. 955 (part),
to the requirements of this section in addition to 1981: prior code § 11-B)) (i. ')

214
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t- . 8.20.130 Restrictions .
dollars per day and in addition the facility m which

:

A. RDNA use classified by the guidelines as the violation occurs may be closed by the Commis-
requiring P3 physical containment and biological sioner of Health and Hospitals. Each day of viola-
containmentgreaterthanHV2 shall not be permitted tion shall constitute a separate and distinct offense.

without prior approval of the CBC. RDNA use B. Once a permit has been issued it may be

requiring P4 containmentshall not be permitted in revoked by the Commissionerof Health and Hospi-
the City. tals only upon a determination (subject to judicial

B. There shall be no deliberate release into the review) by the CBC and the Commissioner of
environment, that is, the sewers, drains or the air, of · f · --

. . . . Health and Hospitals a ter due notice and hearing,
any organism containing recombinant DNA and
further that any accidental release shall be reported that the institution involved has materially failed to

to the Commissionerof Health and Hospitalswithin comply with the City ordinance, the permit agree-

five days. (Ord. 955 (part), 1981: prior code § ments or the guidelines(not withstandingreasonable

ll-lO)) notice and an opportunity to correct such failures to
comply with the provisions of this chapter). (Ord.

8.20.140 Violation—Penalty. 955 (part), 1981: prior code § ll-ll))
A. Violation of the conditions of this chapter

shall subject the violator to a fine of two hundred

}

C

Nhi',
1

215 (Cambridge 9-91)



. ,

"""""""""'

"\
L?.

\vEas"on lWS

I .
.

e
t .

. ,

Y ?"k ,:-\ '
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"^MBR'D"". M^""A"HU"""I"S 02'39 '
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Tel 349-4300

·

'

Fax. 349-4307 -

" '

C

EXECUTIVE DEPARTMENT -

..

ROBERT W. HEALY -
' ' "

.

City Manager '

t

r

0

RICHARD C. ROSSI ' '

Deputy City Manager V

L

t

t

>--

S

August 3, 1992

0

.

To The Honorable, The City Council:
,

I am hereby transmitting recommended changes to the Ordinance on Recombinant DNAI Technology, formerly Ordinance 955 of April, 1981, now Chapter 8.20, received by the
Cambridge Biohazards Committeeand Melvin H. Chalfen, Commissioner of Health & Hospital.

Passage is strongly recommended.

e Vc ly yours,

.

.

Qi

<~

Robert
.

City Manager

RWH/mev
attachments

/ '

,
.

.

,

I
<7"

LI'

100% Recyc|ed Paper
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i
DEPARTMENT OF HEALTH AND HOSPl ALS C' Ca u%,, 'u .O' Y' 1493 CAMBRIDGE STREET CAMBRIDGE, MASSACHUSETTS 02139 r C' "" t

"" "°'?' I? "}. 'C

Melvin H. Chalfen, M.D.

":L:j: <6
Commissioner ' ":7.

';t

Robert W. Heaiy
City Manager
City Hall
Cambridge, Massachusetts 02139 july 29, 19?2

Dear Fir. Healy;

i am enclosing changes recommended by the Cambridge Biohazards
Commi ttee arid myself for the C'rdi nance ori Recom5inant DNA

Technology, formerly Ordinance 95.5 Of April , 1981, nc·w Chaj:.er"

8.20. The changes have been put into apprc-prizte language and fcrm
by members of the Law Departmnt.

This Ordinance \\'h"ich has worked well fcr the City for many
years now doe:3 not reflect the changes in science and technology

I
wh i ch have o;curre':i ove r t.he past fourteen years. I t is also
divergent frcm th2 amemdments tCi the National Insititutes of Health
,niide1 iries for Research Involving Recom5inar,t DNA Molecules (NIHG).

The NIHG, as you know, are at the core of cur ordinance at'd
similar ordinances in other cities. The Guidelines set fOrth t.he
stanclards which institutions using recornbinamt DN4 materia13 fc11c'ti
by law in Cambridge and certain other cities wit.'a such c'rci rm'ces.
Institutions receiving NIH grants for rDNA ?i"-rljects M'3c' must
follow the Guidei ines. Th2 Nlk ay="dr=""'"" t:j t'"|e Guqcklir'eE are '

pull ished in the Federal R""' G i "t " '^
, t e v ' =' j" ^ ir public t" "" i rigs

before acceptance, and rzfiect acqui red k'3cNledee, an'i natic'r,a1 and
international ex.perience.

The resu? t i s that the Or"di nance ha3 become di f f i cult tc'
administer in a satisfactc·ry manner. These disa'i','antage.z, that. is
differences between ordinances and the current NIHG, has Eeen noted
in other cities. Boston, for example, is in the prc'cess cf charigirlg
their Ordinance, which was origina11v patterned on our C·'r.jiriarice,
to be consonant with the NIHG.

The' recommenda..icns are to cha!":'¶E' certa:n defii",qt12r!s t3
focus on safeTy and hazard :"ather them c'n sFeci=ic. cc·mpositfcns,
in accord with the F'IIFU3 a'":i ifs anjen(tme'"}ts. The secticms 31" 1aige
scale are no 7onger neceszm"y as industry znd scienz.ifi-c practice
have SF"'OW'"i no increased ct un1· riown ha"arC in cc'"·p·qri"": ·rl tc 2."i?j?

0
sc:ale.

Neighborhood Health Centers · The Carribridge Hospital · School Health
Mayor Michael j. Neville Manor · Public Health · Environme ntal Health
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Russell B Higley Office of the City Solicitor di;":i"t#'a,w Boris
City Solicitor City Hall Legal Counsel

Donald A. Drisdelt 795 Massachusetts Avenue
Deputy City Solicitor Cambridge, Massachusetts 02139 Laura H. Yager

Legal Counsel

Michael C. Costello
Tel. (617) 349-4121

Assistant City Solicitor Fax. (617) 349-4307 Linda A. Stamper
Legal Counsel

Birge Albright Arthur J. Goldberg
Legal Counsel

Legal Counsd

Gail S. Gabriel
Legal Counsel

july 29, 1992

Robert W. Healy
City Manager
City Hall
795 Massachusetts Avenue
Cambridge, MA 02139

Re: Recombinant DNA TechnoloqY

I Dear Mr . Healy :

I enclose, for submission to the Council, an ordinance which

makes certain amendments to Chapter 8
. 20 of the Code (Recombinant

DNA Technology) . I understand that Dr. Chalfen is sending you a

letter which will give you some of the background for the

amendments .

ery truly yours,
A/Utuuu?g«\ "

R ssell B. Higley
rbh/ jab
Enclosure

I
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In the Year One Thousand, Nine Hundred Ninety Two

+

.

C

,

AN ORDINANCE
r

In amendment to the Municipal Code of the City of Cambridge
,

,

Be it ordained 'by the City Council of the City of" Cambridge as follows:
g

a

Title 8 of" the Code (Health and Safety) is hereby ,Qnended by
,

-
'

' .
·

,,~r'"y'

striking out Chapter 8 . 20 of the Code (Recombinant DNA Technology)
""~0

· ~

and substituting the following new Chapter 8 .
2 0:

.

/

Chapter 8 .2 0

. "

RECOMBINANT DNA TECHNOLOGYI Sections :

8 . 20 . 010 Purpose.
8.20.020 Def initions.

,

8.20. 030 Cambridge Biosafety Committee -Membership - Staff .

- 8 .20. 040 . Cambridge Mosafety Committee -Duties and responsibilities.
8.20.050 Perlnit requirements.
8.20.060 Institutional Biosafety Committees.
8. 20. 070 Reports .

8 .20. 080 Medical surveillance program.
8.20. 090 Violation of guidelines - Notif ication.
8.20.100 Protection against rodents and insects.
8 . 20 . 110 Restrictions.
8 .20.120 Enforcement. "

8 . 20.130 Severability.

I
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I 8.20.010 Purpose.

All use of recombinant DNA (RDNA) in the city of Cambridge

shall be undertaken only in strict conformity with the Guidelines

set out in Section 8.20.020, the other requirements of this Chapter

andhealth regulations promulgated by the Cambridge Commissioner of

Health and Hospitals (the Commissioner).

8.20.020 Definitions.
a) "Guidelines" are defined as: .·

I) National Institutes of Health GuidelineZy"r Research

Involving Recombinant DNA Molecules as published in the

Federal Register of May 7, 1986.

2) Any amendments, revisions or substitutions subsequent

I tothe above-referencedguidelines, including, butnot limited

to:
Notices of Action under NIH Guidelines for
Research Involving Recombinant DNA Molecules
on August 24, 1987, july 29, 1988, October 26,
1988, March 13, 1989, March 1, 1990, September
12, 1990, july 18, 1991, October 15, 1991,
November 21, 1991, january 28, 1992, and April
22, 1992.

3) Such amendments to (I) and (2) above which are

adopted by the National Institutes of Health (NIH) and

approved by the Commissioner. Amendments not acted upon by

the Commissioner within sixty days shall be considered

approved. In the event that the NIH shall discontinue or

abolish its guidelines, those guidelines in effect at the time

of such discontinuance shall remain in effect in Cambridge.

I
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0 b) "Person" means an institution, corporation, firm,
partnership, association, executor, administrator, guardian,

trustee, agent, organization and any other group acting as a unit,
as well as a natural person.

C) "Recombinant DNA molecules" and "organisms and viruses
containing RDNA" are those defined in the Guidelines referred to in
subsection (a)(i) above, and such amendments as may be approved by

the Commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approved.

8.20.030 Cambridqe Biosafety Committee - Membership - Staff.
A. The Cambridge Biosafety Committee (CBC) (formerly known

as the Cambridge Biohazards Committee) shall be composed of the

I Commissioner or his/her designee, the Chairperson of the Cambridge

Health Policy Board, or a Board member designated by the
Chairperson, and a minimum of three other members to be appointed
by the City Manager. The City Manager is authorized to provide for
the adequate staffing of the CBC. Members of the CBC shall be

Special Municipal Employees.

B. The CBC and the Commissioner are authorized to retain
competent professional assistance in carrying out their duties
under this Chapter.

C. The salaries and expenses of the staff and consultants of
the CBC under this Chapter shall be apportioned to the persons

holding permits under Section 8.20.050.



P
p 4

.

40
8.20.040 Cambridge Biosafety Committee -Duties and Responsibilities.

The responsibilities of the CBC shall include:

A. Establishing policies, procedures and criteria to aid in

the implementation of this Chapter.

B. Determining the manner in which permit-holders make

reports or applications to the CBC, and the type of information

required in such reports or applications: Reviewing reports,
.

applications and recommendations by the Institutional.Biosafety
e"

Committees (IBC) and approving them where appropriatet carrying

out site visits to permitted facilities.
C. Reviewingmanuals andworkertrainingprograms, approving

I health-safety programs and monitoring the procedures required by

this Chapter.

D. Developing a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.

8.20.050 Permit requirements.

All persons proposing to use RDNA must obtain a permit from

the Commissioner with the approval of the CBC. Permit requirements

shall, at a minimum, include written agreement to:
A. Follow the Guidelines as defined in this Chaptero

B. Follow other conditions set forth in this Chapter0

C. Allow reasonable inspections of facilities and pertinent

records by the CBC.

I
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D. Prepare a Health and Safety Manual which contains all

procedures relevant to the use of RDNA at all.levels of containment
.

C

in use at the facility, and a program for waste disposal in
compliance with all applicable federal, state and local laws® the

'
Manual shall be submitted to the CBC for review.

E. Establish a trainingprogram of safeguards andprocedures
P

for personnel using RDNA.
. ,

Permits shall be issued and renewed on an annual basis. The
dP

Commissioner may establish fees for the issuance and,,itenewa1 of
,

,»,.3"

permits.
"""©

~

8.20.060 Institutional Biosafety Committees.

The Institutional Biosafety Committees (IBC) shall be

I established in" accordance with the Guidelines, except that the
,

required composition of each IBC shall include at least one

. representative from the surrounding community approved by the

Health Policy Board. The IBC shall be the final arbiter within an

institution with regard to the implementation of this Chapter and

the Guidelines.

8.20.070 Reports.

Each holder of a permit shall file regular reports uith the

CBC, in a manner to be determined by the CBC. All minutes of IBC
.

meetings must be sent to the Commissioner and the CBC©

8.20.080 Medical surveillance proqrain.

Each permit-holder must provide an appropriate medical
W

surveillance program as determined by its IBC and consistent with

I the Guiaeiines. Such prcgram':s 1TiUS"L be apµroveci by the CbCo
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8.20.090 Violation of Guidelines - Notification.

The permit-holder shall report, within thirty days, to the

Commissioner and the CBC any significant problems with or

violations of the Guidelines and any significant RDNA-related

accidents or illnesses.

8.20.100 Protection aqainst rodents and insects.

Effective rodent and insect control programs must be in place

on premises where RDNA use under this Chapter takes place.

8.20.110 Restrictions. ,,g'
AT

.....

A. RDNA use requiring containment defined by the Guidelines

as "BL4" shall not be permitted in Cambridge.

B. Any accidental release which represents a significant

I potential hazard to employees or the public shall be reported to

the Commissioner immediately, and in no case more than 24 hours

after the release.

8.20.120 Enforcement.

A. Any person who violates any provision of this Chapter

shall be subject to a fine of three hundred dollars ($300.00) per

violation. Each day of violation shall constitute a separate and

distinct offense.
B. Once a permit has been issued, it may be revoked,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CBC, after due notice and

hearing, that the permit-holder has materially failed to comply

I
with this Chapter, the permit agreements or the Guidelines®
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C. Notwithstanding the above, the Commissioner, upon a

determination that any violation constitutes an immediate and

severe threat to the public health and -safety, may order the
,

L

immediate closure of any premises or laboratory engaging in or.

contributing to such threat, without prior notice and hearing but

with subsequent notice and hearing.

8.20.130 Severability.

If any section, subsection, sentence, clause, or portion of
this Chapter is for any reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,

distinct and independent provision, and such holding shall not

affect the validity of the remaining portions tiiereof.
.

.I Ord#3\DNA
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' CAMBRIDGE CHAMBER OF COMMERCE
, b ' "

November 16, 1992
":

'

'"".

.

,,., " . t: ,.
I":"'
,., C .i

' :

The HonorableAlice Wolf
'1';'j'",

';';': .: '

.",
.,-'M'Chair, Ordinance Committee ,';r" -:':-

,':.
Cambridge City Council

"""'
t:i'; "

City Hall
795 Massachusetts Avenue
Cambridge, MA 02139

Dear Councillor Wolf:

The Chamber supports the proposed ordinance that seeks to alter Chapter 8.20 relative to
Recombinant DNA Technology. The City Manager submitted the changes, as recommended by

the Cambridge Biohazards Committee, on August 3, 1992.

The current ordinance is no longer consistent with new technological advances and recently

promulgated federal regulations. Specifically, Chapter 8.20 was enacted prior to new
amendments to the National Institute of Health Guidelines for Research Involving Recombinant

DNA Molecules. The proposed ordinance would revise certain meanings and delineation in order

to focus on safety rather than dictating specific compositions and substances. These changes are
clearly acceptable for public health and safety and are in line with the NIHG amendments.

Passage of the revised ordinance would send a positive signal to the Bio-Tech and other high-tecP

industries in Cambridge. Expansion and recruitment of these firms will help to improve the

economic health and well being of our city and state. The Chamber urges passage of this

important proposed ordinance.

'":::'iL~ Ell,
1·

Jonathan Ginsberg

Director ofPublic Affairs/CommunityRelations

859 MASSACHUSETTSAVE. CAMBRIDGE, MA 02139 (617) 876-4100
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CCAMBRIDGECHAMBEROFCOMMERCE

December 10, 1992 e

I

;

To the Honorable Members of the Cambridge City Council:
I

The Chamber supports the proposed ordinance that seeks to alter
1

Chapter 8.20 relative to Recombinant DNA Technology. The City
Council's Ordinance Committee gave the proposal a favorable
recommendation on November 17, 1992. {

L

The current ordinance is no longer consistent with new
technological advances and recently promulgated federal
regulations. Specifically, Chapter 8.20 was enacted prior to new
amendments to the National Institute of Health Guidelines for
Research Involving Recombinant DNA Molecules. The proposed
ordinance would revise certain meanings and delineation in order
to foclis on safety rather than dictating specific compositions
and substances. These changes are clearly acceptable for public
health and safety and are in line with the NIHG amendments.

passage of the revised ordinance would send a positive signal to
the Bio-Tech and other high-tech industries in Cambridge. t

Expansion and recruitment of these firms will help to improve the
!

economic health and well being of our city and state. The
Chamber urges passage of this important proposed ordinance.

g

t

Sincerely,

pa-- :£A
!

t

,.

jonathan Gixisberg ."' '1'.:,." ;

Director of Public A£falrs/Community rcelations ',.'"":
""·'

,
'T

.""I

1'ij ':""'
".:.' i ·

:"" .j::"" ':

859MASSACHUSETTSAVE. CAMBRIDGE,MA02139 (617)876-4100
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Com. from jonathan Ginsberg, Director
of Public Affairs/Comnunity Relations,
Cambridge Chamber of Commerce, in support

,r of the proposed ordinance amendment
regarding Recombinant DNA Technology.

In City Council,

Dec. 14, 1992

V), 14LL4uyL zti" tLt
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CITY OF CAMBRIDGE
Russell B. Higley Office of the City Solicitor Diane Wynshaw-Boris
City Solicitor City Hall L%d Counsel

Donald A Drisdell
795 Massachusetts Avenue

DeputyCity Sdicitor Cambridge, Massachusetts 02139
Laura H. Yager

Legal Counsel

Michael C. Costelb
Tel. (617) 349-4121

AssistantCity Solicitor Fax. (617) 349-4307
Linda A. Stamper

Legal Counsd

Birge Albright Arthur j. Goldberg
Legal Counsel Legal Counsel

Gail S. Gabriel
Legal Counsel

August 5, 1992

TO: Donald A. Drisdell
FROM: Birge Albright JJA

RE: Amendments to Chapter 8 .20 of the Code
Recombinant DNA TechnoloqY

Recently , at the request of Dr. Chalfen, I drafted an

ordinance which amends Chapter 8. 20 of the code (Recombinant DNA

Technology) . This ordinance, which was based on a draft prepared

by Dr. chalfenr . yas submitted to the City Council on August 3,

1992.

In this memorandum, I will go through the current Chapter 8 .20

and explain how each section has been amended.

8 . 20. 010 Purpose

In this section, the words "the other requirements of this
Chapter" have been added.

8 .20. 020 Guidelines

The title of this section has been changed to jjefinitions.
The definitions of "Recombinant DNA molecules" and "organisms

and viruses containing RONA" have been amended to reflect recent
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amendments to the NIH Guidelines. The phrase, "such amendments ..*
as may be approved by the Cambridge Biohazards Committee" has been

amended to read, "such amendments as may be approved by the
Commissioner". The sentence, "Amendments not acted upon by the
Commissioner within sixty days shall be considered approved" has

been added.

The definition of "institution" has been eliminated®

The definition of "Guidelines" has been amended to refiect
recent amendments to the NIH Guidelines. In paragraph C(4), the

phrase "approved by the Cambridge Biohazards Committee" has been

amended to read "approved by the Commissioner", and the following
new sentence has been added: "Amendments not acted upon by the
Commissioner within sixty days shall be considered approved".

The following new definition of "person" has been added:

an institution, corporation, firm,
partnership, association, executor,
admin!s!tr?tor, guardian, trustee, agent,
organtzatton and any other group acting as a
unit, as well as a natural person.

8.20.030 Cambridge Biohazards Committee -Established - Membership

Title changed to Cambridqe BiosafetY Committee - Membership -
Staff.

A. Eliminated

B. becomes A. Add a new sentence at the end: "Members of
the CBC shall be Special Municipal Employees'C

C. becomes B. Substitute "authorized" for "empowered'C

D. becomes C. Substitute "persons" for "institutions'L

.
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8.20.040 Cambridge Biohazards Committee -Duties and responsibilities

Title changed to Cambridqe BiosafetY Committee - Duties and

responsibilities.
A. Remains essentially unchanged.

B. Eliminated.

C. Eliminated.

D. becomes C. Substitute "procedures required by thiS
Chapter" for "procedures required by Section 8.20.010, 8.20.010

(sic), 8.20.030 and 8.20.050 through 8.20.110 of this chapter".
E. becomes B. Substitute "permit-holders" for

"institutions" and "permitted" for "institutional".
F. becomes D. Paragraph has been shortened.

8.20.050 Permit - Required

Title changed to Permit requirements.

In the first line, substitute "persons" for "institutions".
r - ·

C. Substitute "reasonable inspections" for "inspection".
D. At the end of the first sentence, substitute "facility"

for "institution", and add: "and a program for waste disposal in
compliance with all applicable federal, state and local laws".

At the end of the section, add the following new paragraph:

Permits shall be issued and renewed on an
annual basis. The Commissioner may establish
fees for the issuance and renewal of permits.

8.20.060 Institutional Biosafety Committee - Membership

Title changed to Institutional Biosafety Committees.

Strike the first sentence and replace it with the following:
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The Histitutional Biosafety Committees
(IBC) shall be established in accordance with
the Guidelines, except that the required
composition of each IBC shall include at least
one representative from the surrounding
community approved by the Health Policy Board.

8.20.070 Institutional Biosafety Committee -Meetings - Report Filinq

Title changed to Reports.

This section has been rewritten to read as follows:
Each holder of a permit shall file regular

reports with the CBC, in a manner to be
determined by the CBC. All minutes of IBC
meetings must be sent to the Commissioner and
the CBC.

The meaning of the section remains the same.

8.20.080 Screeninq and testinq for puritY

Title changed to Medical surveillance proqram.

The section entitled Screeninq and testinq for puritY has been

eliminated, and section 8.20.090 and all subsequent sections have

been renumberpa·.

8.20.090 Medical surveillance proqram

This section is now 8.20.080.

The first sentence has been rewritten as follows:
Each permit-holder must provide an

appropriate medical surveillance program as
determined by its IBC and consistent with the
Guidelines.

The meaning remains the same.

8.20.100 Violation of Guidelines - Notification
This section is now 8.20.090.

Substitute "permit-holder" for "institution".
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8.20.110 Protection aqainst rodents and insects

This section is now 8.20.100.

Old section:

The premises in which RDNA is used must be
totally and completely free of rodent and
insect infestation.

New section:

Effectfve rodent and insect control
programs must be in place on premises where \

RDNA use under this Chapter takes place0

I 8.20.120 Larqe-scale operations - Special permit required

Title changed to Enforcement@

The section entitled Larqe-scale operations - Special permit

required has been eliminated.

8.20.130 Restrictions
This section is now 8.20.11CL

Old section:

A. ,,RI?NA use classified by the g'ilidelines as
requiximg P3 physical contatnment and
biological containment greater than HV2 shall
not be permitted without prior approval of the
CBC. RDNA use requiring P4 containment shall
not be permitted in the City.
B. There shall be no deliberate release into
the environment, that is, the sewers, drains
or the air, of any organism containing
recombinant DNA and further that any
accidental release shall be reported to the
Commissioner of Health and iiospitaAs within
five days.

New section:

A. RDNA use requiring containment defined by
the Guidelines as "BL4" shall not be permitted
in Cambridge.

a
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B. Any accidental release which represents a
significant potential hazard to employees or
the public shall be reported to the
Commissioner immediately, and in no case more
than 24 hours after the release.

8.20.140 Violation - PenaitY

This section is now 8.20.120, and the title has been changed

to Enforcement.

Old section:

A. Violation of the conditions of this
chapter shall subject the violator to a fine
of two hundred dollars per day and in addition
the facility in which the violation occurs may
be closed by the Commissioner of Health and
Hospitals. Each day of violation shall
constitute a separate and distinct offense.

B. Once a permit has been issued it may be
revoked by the Commissioner of Health and
Hospitals only upon a determination (subject
to judicial review) by the CBC and the
Commissioner of Health and Hospitals after due
notice and hearing, that the institution
involved has materially failed to comply with
the City ordinance, the permit agreements or
the guidelines (not withstanding reasonable
noticC'anci an opportunity to correct such
failures to comply with the provisions of this
chapter).

New section:

A. Any person who violates any provision of
this Chapter shall be subject to a fine of
three hundred dollars ($300.00) per violation.
Each day of violation shall constitute a
separate and distinct offense.

B. Once a permit has been issued, it may be
revoked, suspended, modified or not renewed by
the Commissioner only upon a determination by
the Commissioner and the CBC, after due notice
and hearing, that the permit-holder has
materially failed to comply with this chapter,
the permit agreements or the Guidelines.

.
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C. Notwithstanding the above, the
Commissioner, upon a determination that any
violation constitutes an immediate and severe
threat to the public health and safety, may
order the immediate closure of any premises or
laboratory engaging in or contributing to such
threat, without prior notice and hearing but
with subsequent notice and hearing.

The following new section has been added:

8.20.130 Severability.

If any section, subsection, sentence, clause, or portion c!f
this Chapter is for any reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,
distinct and independent provision, and such holding shall not
affect the validity of the remaining portions thereof.

ORD#3\DNA\DAD.mo
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Chapter 820 defined in the National Institutes of Health Guide-

' ') lines promulgated m the Federal Register on No-

RECOMBINANT DNA TECHNOLOGY vember 21, 1980, and such amendments thereto as

may be approved by the Cambridge Biohazards

Sections: Committee.

&20.010 Purpose. B. An institution is any single individual, gmp
&20.020 Guidelines. of individuals or organization.

&20.030 Cambridge Biohazards C. "Guidelines" are defined as:

Committee—Established— 1. National Institutes of Health Guidelines for
Membership. Research Involving Recombinant DNA Molecules

&20.040 Cambridge Biohazards published in the Federal Register of November 21,

Committee—Duties and 1980;

responsibilitie& 2. National Institutes of Health Physical Con-

&20.050 Permit—Required. tainment Recommendations for large-scale use of

&20.060 Institutional Biosafety organisms containing recombinantDNA molecules

Committee—Membership. as published m the Federal Register of April ll,
&20.070 Institutional Biosafety 1980;

Committee—Meetings—Report 3. Administrative Practices Supplement to the

filing. National Institutes of HealthGuidelinesfor Research

8.20.080 Screening and testing for Involving Recombinant DNA Molecules as issued

purity. by the Office of Recombinant DNA Activities,

820.090 Medical surveillance program November, 1980;

&20.100 Violation of guidelines— 4. Such amendments to subsections Cl, C2 and
' 'j Notification. C3 of this section adopted by the National Institutes

&20.110 Protection against rodents and of Health as may be approved by the Cambridge

insects. Biohazards Committee.In the event that the Nation-

8.20.120 Large-scale operations—Special al Institutes of Health shall discontinue or abolish

permit required. their guidelines, those guidelines in effect at the

8.20.130 Restriction& time of such discontinuanceshall remain in effect

&20.140 Violation—Penalty. in the City. (Ord. 955 (part), 1981: prior code §

11-7(1))

8.20.010 Purpose.

All use of RDNA by institutions in the City shall 8:20.030 Cambridge Biohazards
'be undertaken only in strict conformity with the Committee—Established—

guidelines set out in Section 8.20.020 of this chap- Membership.

ter, and in conformity also with such other health A. A Cambridge Biohazards Committee ("CBC")

regulations as the Commissioner of Health and shall be established for the purpose of overseeing all

Hospitals may from time tD time promulgate. (Ord. use of RDNA in the City and of advising the Com-

955 (pa't), 1981: prior code § 11-7(11)) missioner of Health and Hospitals and the Health
Policy Board.

8.20.020 Guidelines. B. The CBC shall be composed of the Commis-

In the contextofthis chapterthe followingdefini- sioner of Health and Hospitals or his/her designee,

tions are adopted: the Chairperson of the Health Policy Board or a

' A. RecombinantDNA molecules (RDNA) and board member designated by the Chairpersonand a

organisms and viruses containing RDNA are those minimum of three other

\L ) 212 1 (Cambridge 9 91)
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members to be appointed by the City Manager. F. Developing a procedure for members of
The City Manager is authorized to provide for institutionswhere RDNA is used to report to the
the adequate staffing of the CBC. CBC violationsof this chapter, the guidelines or

C. TheCBC and the CommissionerofHealth any other health regulations as the Commis-
and Hospitals are empowered to retain compe- sioner ofHealth and Hospitalsmay promulgate.

tent professional assistance in carryingout their (Ord. 955 (part), 1981: prior code § 11-9))

duties under this chapter.

D. The salaries and expenses of the staff and 8.20.050 Permit—Required.

consultants of the CBC under this chapter shall All institutions proposing to use RDNA must
be apportioned to the institutions holding per- obtain a permit from the Commissioner of
mitts under this chapter. (Ord. 955 (part), 1981: Health and Hospitals with thC approval of the

prior code § 11-7(III)) CBC. Permit requirements include written
agreement to:

A. Follow the guidelines;
8.20.040 Cambridge Biohazards B. Follow other conditions set forth in this

Committee—Dutiesand chaptcf
responsibilities. C. Allow inspection offacilitiesand pertinent

Specific responsibilities of the CBC shall records by the Cambridge Biohazards Commit-
include: tee;

A. Establishing policies, procedures and aite- D. Prepare a health and safety manual which
ria to aidin the implementation ofthe ordinance contains all procedures relevant to the use of
codified in this chaptei; 'RDNA at all levels ofcontainment in use at the

B. Approving all amendment to the guide- institution. The manualshall besubmittedto the
lines before their implementation in the City. In Cambridge Biohazards Committee for review;
the event that the National Institutes of Health E. Establish a training programof safeguards
discontinues or abolishes their guidelines, those and procedures for personnel using RDNA.
guidelines in effect at the time of such discontin- (Ord. 955 (part), 1981: prior code § 11-7(IV))

uance shall remain in effect in the City;
C. Reviewing all proposals for RDNA use in 8.20.060 Institutional Biosafety Committee—

the City for compliancewith the guidelines and Membership.
conformity with such other regulations as the The Institutional Biosafety Committee
Commissioner of Health and Hospitals may ("IBC') required by the National Institutes of
from time to time promulgate; Health Guidelines shall have at least one rnem-

D. Reviewing manuals and worker training ber who is a nondoctoral person from a labora-

programs and approving health-safety programs tory technical staff and one representative
and monitoring procedures requiredby Sections approved by the Health Policy Board. The IBC
8.20.010, 8.20.010, 8-.20.030 and 8.20.050 shall be the final arbiter within an institution,
through 8.20.110of this chapteF with regard to theimplementation ofthischapter

E. Determining the manner in which institu- and the guidelines. (Ord. 955 (part), 1981: prior
tions make reports or applications to the CBC, code § ll-7(V))
and the type of information required in such

reports or applications. Reviewing reports, 8.20.070 Institutional Biosafety Committee—
applications and recommendations by IBC and Meetings—Reportfiling.
approving where appropriate. Carrying out site All minutes of the IBC meetings must be for-

4;iiS:q

visits to institutional facilities; warded to the Commissioner of Health and
' " ' " ' :

213
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Hospitals and the CBC. It shall also be the those stated in Sections 8.20.010, 8.20.020,
responsibility of the institution to Me regular 8.20.030 and 8.20.050 through 8.20.110 of this r--
reports with the Cambridge Biohazards Com- chapter.
mittee, in a manner to be determined by the B. All institutions mustobtain a special large-
CBC. (Ord. 955 (part), 1981: prior code § scale permit ("LS permit") from the Commis-
11-7(VI)) sioner ofHealthand Hospitals with the approval

ofthe CBC, aftertheCommissionerandtheCBC
8.20.080 Screening and testing for purity. have conducted an appropriate public hearing.

Institutions using RDNA shall perform ade- LS permit requirements include written agree-

quate screening to insure the purity of the strain ment to:
of host organisms used in the experiments and 1. Identify clearly all large-scaleRDNAuse in
shall test organisms resulting from such experi- the IBC minutes;

ments for their resistance to commonly used 2. Develop procedures through the IBC for
· therapeutic antibiotics. (Ord. 955 (part), 1981: monitoring of large-scale operations, for com-'

prior code § 11-7(VII)) pliance with this chapter and the guidelines.
These procedures shall be approved by the CBC

8.20.090 Medical surveillance program. and the Commissionerof Health and Hospitals.

All institutions are to provide an appropriate 3. a. Allow an annual inspection and review
medical surveillance program as determinedby of the procedures and practices of large-scale
the Institutional Biosafety Committee forall per- RDNA use forcompliancewith thischapter. The
sons engaged in the use of RDNA. Such pro- scope of this inspection and review shall be

grams must be approved by the CBC. (Ord. 955 mutually agreed upon by the institution and the
(part), 1981: prior code § 11-7(VIII)) CBC. S""'"

b. The CBC shall retain a professionally com-
""'--)

8.20.100 Violation of guidelines— petent person, persons, agency or institution to
Notification. perform this inspection and review. The results

The institution shall report within thirty days shall be reported to the CBC, the Commissioner
to the CBCand the CommissionerofHealthand of Health and Hospitals and the institution
Hospitals any significant problems with or vio- involved
lations of the guidelines and any significant c. The institution shall reimburse the City for'

RDNA related accidents or illnesSes. (Ord. 955 the expense of this inspection and review includ-
(part), 1981: prior code § 11-7(IX)) inganapportionmentofthesalariesofthe staffof

the CBC under subsections B and C of Section
8.20.110 Protection against rodents and 8.20.030 of this chaptet

insects. 4. Establish a health-safety program for
The premises in which RDNA is used must be appropriate employees. Such a program is to

totally and completely free of rodent and insect include safety training, periodic retraining and
infestation. (Ord. 955 (part), 1981: prior code § periodic health surveillance. Details and pro-p
11-7(X)) ceduresare to be established by each institution

and approved bythe CBC and the Commissioner
8.20.120 Large-scale operations—Special of Health and Hospitals

permit required. 5. Advance approval must be given by the
A. All institutions using RDNA on a "large- CBC for large-scale uses ofRDNA requiring P2

scale," as defined in the guidelines, must adhere or P3 physical containment. (Ord. 955 (part),
,,to the requirements of this section in addition to 1981: prior code § II-B)) (i;·'j

214
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---. 8.20.130 Restrictions. dollars per day and in addition the facility m which..
' A. RDNA use classified by the guidelines as the violation occurs may be closed by the Commis-

requiring P3 physical containment and biological sioner of Health and Hospitals. Each day of viola-
containmentgr'eaterthan HV2 shall not be permitted tion shall constitute a separate and distinct offense.

without prior approval of the CBC. RDNA use B. Once a permit has been issued it may be
requiring P4 containment shall not be permitted in revoked by the Commissionerof Health and Hospi-
the City. tals only upon a determination (subject to judicial

B. There shall be no deliberate release into the review) by the CBC and the Commissioner of
environment,that is, the sewers, drains or the air of · f · ··

. . . .
' Health and Hospitals a ter due notice and hearing,

any organism contaming recombinant DNA and

further that any accidental release shall be reported that the institution involved has materially failed to

to the Commissionerof Health and Hospitalswithin comply with the City ordinance, the permit agree-

five days. (Ord. 955 (part), 1981: prior code § ments or the guidelines (not withstanding reasonable

ll-lO)) notice and an opportunity to correct such failures to

comply with the pmvisions of this chapter). (Ord.
8.20.140 Violation—Penalty. 955 (part). 1981: prior code § ll-ll))

A. Violation of the conditions of this chapter
shall subject the violator to a fine of two hundred

'\
)

.

.
.

I
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GENZYME CORPORATION
ONE KENDALL SQUARE

- genzyme CAMBRIDGE, MA 02139-1.562.USA.
617-252-7500
TLX 201223 GENCAMB
FAX 617-252-76CC)

November 17, 1992

,,.C

GP

Alice Wolf
Chairman

,

City Council Ordinance Committee
City of Cambridge

... Cambridge, MA 02139

W

Dear Ms. Wolf:

On behalf of Genzyme Corporation, Iwould like to cxpress the company's opposition to
the zoning petition submitted to the City Council by Debra McManus, et al, in connection
with the inclusion of parking garages, or portions of structuresdevoted to parking

.
automobiles, in the calculation of floor area ratio (F.A.R.) computations.

In the current climate of economic re¢essioIL it is important to offer competitive
advantages to attract and keep new and existing companies. ye believe that if this
petition for downzoning were adopted, it would hwe a signik1cantly negativeeffect on the

· city's economy by discouraging the expansion of existing businesses and inhibiting the
,0

potential for other businesses to locate in Cambridge; it would prevent Cambridge from
being able to offer companies the best opportunities for growth.

In addition, adoption of this amendmentwoul,d impact the value of undevelopedproperty,
the tax base expansion, and ultimtely multipk service delivery. '

We urge you to consider the negative reperc'l?$sions that the proposedzoning amendment
' would have on the city of Cambridge if it were adopted.

Sincerely,

6eL-maµ "

Donna L. LaVoie
Manager, Public Relations
Genzyme Corporation
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FOURTEENCAMBRIDGE CENTER,CAMBRIDGE,MA 02142 · 617-252-9200 · FAX 617-252-9617

BICBEN

My Name is Susan Lee. I

am the Manager of Environmental Health and Safety

and Biosafety Officer at Biogen. I would like to thank you for the opportunity
to give Biogen's support of the proposed amendment to the rDNA Ordinance
at this time.

Biogen is one of the original permitholders in Cambridge and our relationship
with the Cambridge Biohazards Committee has been an effective one, Biogen
has grown from a research "boutique" employing fewer than 20 people in

4984 to a company just shy of being a fully integrated pharmaceutical
manufacturer employing more than 330 people, We sell drug and vaccines
through our licensees geneidting the revenues to continue building thC

business, We are in the clinic testing the next generation of Biogen products
and we are building the facilities to manufacture medicine here in

Cambridge. The Cambridge rDNA Ordinance did not hinder development, but
rather it made for a level playing field and a single, consistent set of stcindards

by which to do our research. The NIH Guidelines which are the basis for the
local ordinance were quite conservative at the outset, but prudent, given the
lack of knowledge about risks of the technology at the time.

The proposed amendment brings 4984 rDNA ordinance up to date with current

practice in the rest of the country and it puts into place a more efficient
mechanism for adopting future changes, It uses the knowledge gairied over
the years about biological science and biological safety.

The adoption by NIH of Good Large Scale Practice (GLSP) level of containment
more than one year ago is of particular practical importance to Biogen and,
I expect, to other companies moving towards scale-up and full scale
production. Containment facilities, equipment, and procedures continue
where necessary, based on the hazard potential of the organisms involved.
Under GLSP, some containment requirements are relaxed, making it

significantly easier and less costly to make products using those organisms

which have a long history of safe use at large scale. In our case, those

products are human pharmaceuticals, GLSP makes sense from both a
scientific and a business point of view,

In summary, the proposed change to the rDNA Ordinance will not diminish

worker or public health since compliance with NIH Guidelines continues as the
the basic requirement. Furthermore, IBC'S and CBC continue their safety

management and oversight responsibilities. This amendment brings the rDNA

Ordinance to the presentwith respectto biosafety practice, and it providesthe
mechanism to stay up to date. The changes are good for Cambridge and

,
good for the industry and Bioger) supports this proposal.
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OFFICE OF THE CITY CLERK
CITY OF CAMBRIDGE

CITY HALL, CAMBRIDGE, MASSACHUSETTS 02139

(617) 349-4260

OCTOBER 26, 1992

TO: ESTELLE PARIS, CHAIR
HEALTH POLICY BOARD

Om!)
FROM: D. MARGARET DRURY

CITY CLERK

SUBjECT: CHANGES TO THE RECOMBINANT DNA ORDINANCE.

Please be advised that Councillor Alice K. Wolf, Chair of the Ordinance Committee has

scheduled a public hearing for Tuesday, November 17, 1992 at 5:30 P. M. in the Sullivan
Chamber on the proposed changes to the Recombinant DNA Ordinance.

YOU are requested to attend this hearing.

Thank you for your cooperation in this regard.
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materials '=etber or i7t ± they c i:±ai:a re"combinant DNA ru.aterial O

'1Me. amended ordinance retains the Iaasic strengths O:E

the present ordinance in the Fol Lovuin.q tuays :

i ) the IN'THG continues to have- the. forc'e of' lam in
{"aMbridge ©

2 ) T:a.e Cambridge Biohazard. Cc)(mEittee (renamed'
the Cambridge Mosai"ety Committee) (CBC) has
sEmitar functions ana pomers as the present
"°omUttee O

3 ) The a;o'piic:ation process for a permit to use rl!jkIA
materials in Cambridg'e remains as clio provisions for
irispec:ticms = ioarmitted facilities fron time to timeo
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Cl '" "L n,,'e

The Cambridge Hospital Pubiic Health qvtayc)!'" Michael j. Neville ManLY

Neighborhood Health Centers Community' Health E'rMronrnenfa! Hea!t?'!
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Page 2. RDNA Ordinance changes

Institutional Biosafety committee (at each permitted
institution) by the Cambridge Health Policy Board
remains.

5) The Institutional Biosafety committee (IBC) continues
to send reports and IBC meeting minutes to the
Commissioner.

6) Certain restrictions, which are stronger than the
NIHG regulations remain. For example, Biosafety
Level iv activity, the highest and most dangerous
level, remains prohibited in Cambridge.

Proposed changes in the amended ordinance include:

I) jjefinitions of recombinant dna molecules and
their categorization have been amended to reflect
recent amendments to the NIHG.

These changes take into account the establishmentby
the NIHG of both exempt and Good Large Scale
Practice (GLSP) categories. Large Scale (LS) refers
to volumes over 10 liters. Both of these categories
have definitions that only allow well-known, non-
pathogenic organisms or material to be handled in
those categories, organisms that do not have safety
or hazardous properties that would require special
containment other than good laboratory practice.
The new Biosafety Level category called
GLSP precedes the Biosafety Levels I, II,III LS categories in a ranking of less to
more.

2) A change of definition of releases to the
environment, focusing on safety and hazard, brings
Cambridge in conformity with the NIHG. A reporting
mechanismremains inplace incertaincircumstances.

3) The amendment process is changed. Ifthere are no objections to changes of NIHG
within 60 days by the Commissioner or the CBC,
the NIHG amendment shall be considered
approved.

4) The CBC is renamed the Cambridge Biosafety Committee,
as noted above.

5) The section on large scale is eliminated.
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NIHG treatment of large scale processes are
incorporated into their Appendix K which
addresses the 4 categories under Good Large
Scale Practice as noted above. In essence the
safety and hazard of materials are categorized
by their intrinsic properties rather than by
the volume or composition.

6) The public hearing process for large scale use is
eliminated. The NIHG Appendix K provides the same safety
to the public in assessing the potential hazard of the
material itself.
7) Permit renewals are made on an annual basis rather
than open ended.

8) Levels of potential fines for violations are made

current.

There are also some changes in other laws and regulations
which strenghthen the City's control over environmental issues.

The Federal laws and regulatory processes in existence now
are more stringent and sophisticated in the control and
surveillance of environmental issues and hazardous materials than
they were in 1976 to 1981. For example, The EPA Superfund
Amendments Reconciliation Act of 1986, known as SARA TITLE III,mandates a Local Emergency Planning Committee (LEPC). The LEPC

plans for various eventualities based on large volumes of chemicals
on an EPA list. Those companies or organizations within that
municipality which possess or use the listed chemicals must report
the types and amounts to the LEPC. The Cambridge LEPC, which has
been working and training for three years, has recently added a
biotechnology committee which includes all the rDNA permittees as
well as biotech companies which do not use rDNA materials and
therefore are not covered under the rDNA ordinance.

In aMition, the LEPC has recently formed a group,
known as the Hazardous Materials Task Force, to manage incidents
involving small quantities of hazardous materials in a coordinated
manner.

There is also a state hazardous waste statute which
covers hazardous materials from cradle to grave. That is to say
there are requirements for the documentation of the purchase, site
of use, storage, transportation and disposal of all such materials.
This statute mandates the issuance of categories of generators of
hazardous wastes by volumes from large, down tovery small quantity
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generators.

In addition, in Cambridge we are on the verge of
implementing the Environmental Program which has been developing
over the past two years with the initiative of members of the City
Council and the support and leadership of the City Manager and the
Deputy City Manager. This Program further coordinates proactive
analysis of environmental issues, identifies responsibilities of
specific city departments to manage those issues and promotes the
interdisciplinary approach which can not only tap the creative
talents within the city but also do it in the cost-effective way
demanded for excellent management, especially in times of tight
budgetary restraints.

Yours s.incerely,,

J" aC'L' '(
"?<-"'" Al'

Melvin H. Chalfen, M.Db

MHC:vs
cc: Members of the City Council.

Robert W. Healy, City Manager
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November 17,1992

Melvin H. Chalfen, M.D.
Commissioner

The Honorable Alice Wolf, Chair
The Ordinance Committee
Cambridge City Council
Cambridge, Massachusetts 02139 Proposed changes in

the RDNA Ordinance.
Dear Councillor Wolf:

The present ordinance has worked well for the City
for ll years. It was the product of changes made to the previous
ordinance enacted 14 years ago. Now, however, it shoulci be changed
to reflect recent amendments to the National Institutes «E[ealth
Guidelines for Research Involving Recombinant DNA Molecules (NIHG)
and to permit certain laboratory procedures as they are generally
practiced in other parts of the country.

The NIHG are at the core of the Cambridge ordinance.
In some cities they are voluntary. In Cambridge and certain other
cities they are the law. Any changes to the Guidelines in the form
of amendments go through a rigorous public review process. These
amendments add to the NIHG methods of dealing with change in a safe
manner that is consistent with national and international
experience.

This proposed ordinance-continues the oversight and
regulatory function of the past while adopting current NIHG
definitions that focus on safety and hazarCi of organisms and
materials whether or not they contain recombinant DNA material.

The amended ordinance retains the basic strengths of
the present ordinance in the following ways:

I) the NIHG continues to have the force of law in
Cambridge.

2) The Cambridge Biohazard Committee (renamed
the Cambridge Biosafety Committee) (CBC) has
similar functions and powers as the present
Committee.

3) The application process for a permit to use rDNA
materials in Cambridge remains as do provisions for
inspections of permitted facilities from time to time.

4) The approval of a commuijity member of the

TheCambridgeHospital PublicHealth MayorMichaelj.NevilleManor
Neighborhood Health Centers CommunityHealth EnvironmentalHealth

SchooIHealth
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Institutional Biosafety Committee (at each permitted
institution) by the Cambridge Health Policy Board
remains.

5) The Institutional BiosafetyCommittee (IBC) continues
to send reports and IBC meeting minutes to the
Commissioner.

6) Certain restrictions, which are stronger than the
NIHG regulations remain. For example, Biosafety
Level IV activity, the highest and most dangerous
level, remains prohibited in Cambridge.

Proposed changes in the amended ordinance include:

I) Definitions of recombinant DNA molecules and—'"""'

their categorization have been amended to reflect
recent amendments to the NIHG.

These changes take into account the establishment by
the NIHG of both exempt and Good Large Scale
Practice (GLSP) categories. Large Scale (LS) refers
to volumes over 10 liters. Both of these categories
have definitions that only allow well-known, non-
pathogenic organisms or material to be handled in
those categories, organisms that do not have safety
or hazardous properties that would require special
containment other than good laboratory practice.
The new Biosafety Level category called
GLSP precedes the Biosafety Levels I, II,III LS categories in a ranking of less to
more.

2) A change of definition of releases to the
environment, focusing on safety and hazard, brings
Cambridge in conformity with the NIHG. A reporting
mechanismremains inplace in certaincircumstances.

3) The amendment process is changed. Ifthere are no objections to changes of NIHG
within 60 days by the Commissioner or the CBC,
the NIHG amendment shall be considered
approved.

4) The CBC is renamed the Cambridge Biosafety Committee,
as noted above.

5) The section on large scale is eliminated.
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NIHG treatment of large scale processes are
incorporated into their Appendix K which
addresses the 4 categories under Good Large
Scale Practice as noted above. In essence the
safety and hazard of materials are categorized
by their intrinsic properties rather than by
the volume or composition.

6) The public hearing process for large scale use is
eliminated. The NIHG Appendix K provides the same safety
to the public in assessing the potential hazard of the
material itself.
7) Permit renewals are made on an annual basis rather
than open ended.

·""-'8) Levels of potential fines for violations are made
current.

There are also some changes in other laws and regulations
which strenghthen the City's control over environmental issues.

The Federal laws and regulatory processes in existence now
are more stringent and sophisticated in the control and
surveillance of environmental issues and hazardous materials than
they were in 1976 to 1981. For example, The EPA Superfund
Amendments Reconciliation Act of 1986, known as SARA TITLE III,mandates a Local Emergency Planning Committee (LEPC). The LEPC
plans for various eventualities based on large volumes of chemicals
on an EPA list. Those companies or organizations within that
municipality which possess or use the listed chemicals must report
the types and amounts to the LEPC. The Cambridge LEPC, which has
been working and training for three years, has recently added a
biotechnology committee which includes all the rDNA permittees as
well as biotech companies which do not use rDNA materials and
therefore are not covered under the rDNA ordinance.

In addition, the LEPC has recently formed a group,
known as the Hazardous Materials Task Force, to manage incidents
involving small quantities of hazardous materials in a coordinated
manner.

There is also a state hazardous waste statute which
covers hazardous materials from cradle to grave. That is to say
there are requirements for the documentation of the purchase, site
of use, storage, transportation and disposal of all such materials.
This statute mandates the issuance of categories of generators of
hazardous wastes by volumes from large, down to very small quantity
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generators.

In addition, in Cambridge we are on the verge of
implementing the Environmental Program which has been developing
over the past two years with the initiative of members of the City
Council and the support and leadership of the City Manager and the
Deputy City Manager. This Program further coordinates proactive
analysis of environmental issues, identifies responsibilities of
specific city departments to manage those issues and promotes the
interdisciplinary approach which can not only tap the creative
talents within the city but also do it in the cost-effective way
demanded for excellent management, especially in times of tight
budgetary restraints.

Yours sincerely,
- "-—·-

""'" A¢"7lm '

/ ' ' » ,"" = /2lc'
Melvin H. Chalfen, M.D.

MHC:VS
cc: Members of the City Council.

Robert W. Healy, City Manager
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OFFICE OF THE CITY CLERK
CITY OF CAMBRIDGE

CITY HALL, CAMBRIDGE, MASSACHUSETTS 02139

(617) 349-4260

OCTOBER 26, 1992

TO: MELVIN H. CHALFEN
COMMISSIONER OF HEALTH AND HOSPITAL

1)p19
FROM: D. MARGARET DRURY

CITY CLERK

SUBjECT: CHANGES TO THE RECOMBINANT DNA ORDINANCE.

Please be advised that Councillor Alice K. Wolf, Chair of the Ordinance Committee has

scheduled a public hearing for Tuesday, November 17, 1992 at 5:30 P. M. in the Sullivan
Chamber on the proposed changes to the Recombinant DNA Ordinance.

You are requested to attend this hearing.

Thank you for your cooperation in this regard.

' t

,
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Melvin H. Chalfen, M.D. ¥; "¢:·

Commissioner "b,

ij
m

Robert W. Healy
City Manager
City Hall
Cambridge, Massachusetts 02139 july 29, 1992

Dear Mr. Healy;

I am enclosing changes recommended by the Cambridge Biohazards
Committee and myself for the Ordinance on Recombinant DNA

Technology, formerly Ordinance 955 Of April, 1981, now Chapter
8.20. The changes have been put into appropriate language and form
by members of the Law Department.

This Ordinance which has worked well for the City for many
years now does not reflect the changes in science and technology
which have occurred over the past fourteen years. It is also
divergent from the amendments to the National Institutes of Health
Guidelines for Research Involving Recombinant DNA Molecules (NIHG).

The NIHG, as you know, are at the core of our ordinance and

similar ordinances in other cities. The Guidelines set forth the
standards which institutions using recombinant DNAmaterials follow
by law in Cambridge and certain other cities with such ordinances.
Institutions receiving NIH grants for rDNA projects also must
follow the Guidelines. The NIH amendments to the Guidelines are
published in the Federal Register, reviewed in public meetings
before acceptance, and reflect acquired knowledge, and national and

international experience.

The result is that the Ordinance has become difficult to
administer in a satisfactory manner. These disadvantages, that is
differences between ordinances and the current NIHG, has been noted
in other cities. Boston, for example, is in the process of changing
their Ordinance, which was originally patterned on our Ordinance,
to be consonant with the NIHG.

The recommendations are to change certain definitions to
focus on safety and hazard rather than on specific compositions,
in accord with the NIHG and its amendments. The sections on large
scale are no longer necessary as industry and scientific practice
have shown no increased or unknown hazard in comparison to small
scale.

NeighborhQod HealthCenters · TheCaml)ridgeHospita| p SchooIHealth
Mayor Michael j. Neville Manor · Public Health · Environmental Health
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The record of work with rDNA materials in this city, in the
United States and across the world has not shown dangers or risks
of unacceptable, unmanageable or unexpected types. Much of the work
now is similar to pharmaceutical work. Work done in accordance with
the NIHG is clearly acceptable for public health and safety.

Yours sincerely,

2- M/IDAZ/n,
Me1vi n H Chalfen, . D.
Commissioner, for the
Cambridge Biohazards
Commi ttee .

MHC: VS
CC: CBC
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.Russell B. Higley Office of the City Solicitor Diane " ahaw Boris
City Solicitor City Hali Legd Counsel

Donald A. Drisdeli 795 Massachusetts Avenue
Deputy City Solicitor Cambridge, Massachusetts 02139

Laura H. Yager
Legal Counsel

Michael C. Costello
Tel. (617) 349-4121

Assistant City Sclicitor Fax. (617) 349-4307
Linda A. Stamper

Legal Counsel

Birge Albright Arthur J. Goldberg
Legal Counsel Legal Counsel

Gail S. Gabriel
Legal Counsel

july 29, 1992

Robert W. Healy
City Manager
City Hall
795 Massachusetts Avenue
Cambridge, MA 02139

Re: Recombinant DNA TechnoloqY

Dear Mr . Healy :

I enclose, for submission to the Council, an ordinance which

makes certain amendments to Chapter 8 . 20 of the Code (Recombinant

DNA Technology) . I understand that Dr. Chalfen is sending you a

letter which will give you some of the background for the

amendments .

ri, truly !o::si
1,

( ,
i\

A?gt"ku"
c"'c"/"'j¢-'j',.,,

' Rt.ssell B. Higle§ \

rbh/ jab ', !j
Enclosure
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."" Inthe Year One Thousand, Nine Hundred Ninety Two

ANORDINANCE

In amendment to the Municipal Code of the city of Cambridge

Be itordainedby the City Councilof the City of Cambridge as follows:

Title 8 of the Code (Health and Safety) is hereby,µinended by
.T

,..d

striking out Chapter 8.20 of the Code (Recombinant DNA Technology)

and substituting the following new Chapter 8.20:

Chapter 8.20

RECOMBINANT DNA TECHNOLOGY

Sections:

8.20.010 Purpose.
8.20.020 Definitions.
8.20.030 Cambridge Biosafety Committee -Membership - Staff.
8.20.040 Cambridge Biosafety Committee -Duties and responsibilities.
8.20.050 Permit requirements.
8.20.060 Institutional Biosafety Committees.

8.20.070 Reports.
8.20.080 Medical surveillance program.
8.20.090 Violation of guidelines - Notificatiom
8.20.100 Protection against rodents and insects.
8.20.110 Restrictions.
8.20.120 Enforcement.
8.20.130 Severability.
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8.20.010 Purpose.

All use of recombinant DNA (RDNA) in the city of Cambridge

shall be undertaken only in strict conformity with the Guidelines

set out in Section 8.20.020, the other requirements of this Chapter

andhealth regulations promulgated by the Cambridge Commissioner of

Health and Hospitals (the Commissioner).

8.20.020 Definitions.
a) "Guidelines" are defined as:

I) National Institutes of Health Guidelines fOr Research

Involving Recombinant DNA Molecules as published in the

Federal Register of May 7, 1986.

2) Any amendments, revisions or substitutions subsequent

tothe above-referencedguidelines, including, but not limited

to:
Notices of Action under NIH Guidelines for
Research Involving Recombinant DNA Molecules
on August 24, 1987, july 29, 1988, October 26,
1988, March 13, 1989, March 1, 1990, September
12, 1990, july 18, 1991, October 15, 1991,
November 21, 1991, january 28, 1992, and April
22, 1992.

3) Such amendments to (I) and (2) above which are

adopted by the National Institutes of Health (NIH) and

approved by the Commissioner. Amendments not acted upon by

the Commissioner within sixty days shall be considered

approved. In the event that the NIH shall discontinue or

abolish its guidelines, those guidelines in effect at the time

of such discontinuance shall remain in effect in Cambridge.
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b) "Person" means an institution, corporation, firm,
partnership, association, executor, administrator, guardian,

trustee, agent, organization and any other group acting as a unit,
as well as a natural person.

C) "Recombinant DNA molecules" and "organisms and viruses

containing RDNA" are those defined in the Guidelines referred to in
subsection (a)(1) above, and such amendments as may be approved by

the Commissioner. Amendments not acted upon by the Commissioner

within sixty days shall be considered approved.

8.20.030 Cambridqe Biosafety Committee - Membership - Staff.
A. The Cambridge Biosafety Committee (CBC) (formerly known

as the Cambridge Biohazards Committee) shall be composed of the

Commissioner or his/her designee, the Chairperson of the Cambridge

Health Policy Board, or a Board member designated by the

Chairperson, and a minimum of three other members to be appointed

by the City Manager. The City Manager is authorized to provide for
the adequate staffing of the CBC. Members of the CBC shall be

Special Municipal Employees.

B. The CBC and the Commissioner are authorized to retain
competent professional assistance in carrying out their duties
under this Chapter.

c. The salaries and expenses of the staff and consultants of

the CBC under this Chapter shall be apportioned to the persons

holding permits under Section 8.20.050.
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8.20.040 Cambridge Biosafety Committee -Duties and Responsibilities.
.

The responsibilities of the CBC shall include:

A. Establishing policies, procedures and criteria to aid in
the implementation of this Chapter.

B. Determining the manner in which permit-holders make

reports or applications to the CBC, and the type of information

required in such reports or applications. Reviewing reports,
applications and recommendations by the Institutional,Biosafety

S"

Committees (IBC) and approving them where appropriate: carrying
out site visits to permitted facilities.

C. Reviewingmanuals andworker trainingprograms, approving

health-safety programs and monitoring the procedures required by

this Chapter.

D. Developing a procedure for persons to report to the CBC

violations of this Chapter, the Guidelines or any health

regulation.

8.20.050 Permit requirements.

All persons proposing to use RDNA must obtain a permit from

the Commissioner with the approval of the CBC. Permit requirements

shall, at a minimum, include written agreement to:
A. Follow the Guidelines as defined in this Chapter.

B. Follow other conditions set forth in this Chapter.

C. Allow reasonable inspections of facilities and pertinent
records by the CBC.
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D. prepare a Health and Safety Manual which contains all
procedures relevant to the use of RDNA at all levels of containment

in use at the facility, and a program for waste disposal in

compliance with all applicable federal, state and local laws. the

Manual shall be submitted to the CBC for review.

E. Establisha trainingprogram of safeguards andprocedures

for personnel using RONA.

permits shall be issued and renewed on an annual basis. The

Commissioner may establish fees for the issuance and,,,renewa1 of

permits.

8.20.060 Institutional Biosafety Committees.

The Institutional Biosafety Committees (IBC) shall be

established in accordance with the Guidelines, except that the

required composition of each IBC shall include at least one

representative from the surrounding community approved by the

Health Policy Board. The IBC shall be the final arbiter within an

institution with regard to the implementation of this Chapter and

the Guidelines.

8.20.070 Reports.

Each holder of a permit shall file regular reports with the

CBC, in a manner to be determined by the CBC. All minutes of IBC

meetings must be sent to the Commissioner and the CBCo

8.20.080 Medical surveillance proqram.

Each permit-holder must provide an appropriate medical

surveillance program as determined by its IBC and consistent with

the Guidelines. Such yLUgL=llib niust be aµproveci by the CGC_
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8.20.090 Violation of Guidelines - Notification.
The permit-holder shall report, within thirty days, to the

Commissioner and the CBC any significant problems with or

violations of the Guidelines and any significant RDNA-related

accidents or illnesses.

8.20.100 protection aqainst rodents and insects.

Effective rodent and insect control programs must be in place

on premises where RDNA use under this Chapter takes place.

8.20.110 Restrictions. s"
.....

A. RDNA use requiring containment defined by the Guidelines

as "BL4" shall not be permitted in Cambridge.

B. Any accidental release which represents a significant

potential hazard to employees or the public shall be reported to

the Commissioner immediately, and in no case more than 24 hours

after the release.

8.20.120 Enforcement.

A. Any person who violates any provision of this Chapter

shall be subject to a fine of three hundred dollars ($300.00) per

violation. Each day of violation shall constitute a separate and

distinct offense.
B. Once a permit has been issued, it may be revoked,

suspended, modified or not renewed by the Commissioner only upon a

determination by the Commissioner and the CBC, after due notice and

hearing, that the permit-holder has materially failed to comply

with this Chapter, the permit agreements or the Guidelines.



e

7

C. Notwithstanding the above, the Commissioner, upon a

determination that any violation constitutes an immediate and

severe threat to the public health and safety, may order the

immediate closure of any premises or laboratory engaging in or

contributing to such threat, without prior notice and hearing but

with subsequent notice and hearing.

8.20.130 Severability.

If any section, subsection, sentence, clause, or portion of

this Chapter is for any reason held invalid by any court of
competent jurisdiction, such portion shall be deemed a separate,

distinct and independent provision, and such holding shall not

affect the validity of the remaining portions thereof.

Ord#3\DNA
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EXECUTIVE DEPARTMENT
ROBERT IN. HEALY

City Manager
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RICHARD C. ROSSi

Deputy City Manager
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August 3, 1992

To The Honorable, The City Council:

I am hereby transmitting recommended changes to the Ordinance on Recombinant DNA
Technology, formerly Ordinance 955 of April, 1981, now Chapter 8.20, received by the
Cambridge Biohazards Committeeand Melvin Hq Chalfen, Commissioner of Health & Hospital.

Passage is strongly recommended.

:T))n:°"'::'" "

,=,,
;?::>Z"^>A<k'"" ,1),·'j:t.:?,€>iI-l

Robert
YgkalyL>""

City Manager

RWHlmev
attachments

100% Recycled Paper
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