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Welfare by section 303(a) of the Public 
Health Service Act (42 U.S.C. 242a(a)), 
all persons who:

1. Are employed by the Research 
Triangle Institute, Research Triangle 
Park, N.C.; and

2. Have, in the course of their em­
ployment, access to information which 
would identify individuals who are the 
subjects of the research on the use 
and effect of alcohol and drugs which 
is assisted by the Department of 
Health, Education, and Welfare under 
contract numbered ADM 281-76-0019, 
entitled “Follow-Up of the Î974 Na­
tional Survey of Junior and Senior 
High School Students”;
are hereby authorized to protect the 
privacy of the individuals who are the 
subjects of that research by withhold­
ing their names and other identifying 
characteristics from all persons not 
connected with the conduct of that re­
search.

As provided in section 303(a) of the 
Public Health Service Act (42 U.S.C. 
242a(a)):

“Persons so authorized to protect the pri­
vacy of such individuals may not be com­
pelled in any Federal, State, or local civil, 
criminal, administrative, legislative, or other 
proceedings to identify such individuals.”

This authorization does not autho­
rize employees of the Research Trian­
gle Institute to refuse to reveal to 
qualified personnel of the Department 
of Health, Education, and Welfare, for 
the purpose of management or finan­
cial audits or program evaluation, the 
names or other identifying character­
istics of individuals who are the sub­
jects of the research conducted pursu­
ant to Department of Health, Educa­
tion, and Welfare contract numbered 
ADM 281-76-0019. Such personnel will 
hold any identifying information so 
obtained strictly confidential in accor­
dance with 45 CFR 5.71.

This authorization is applicable to 
all information obtained pursuant to 
Department of Health, Education, and 
Welfare contract numbered ADM 281- 
76-0019 which would identify the indi­
viduals who are the subjects of the re­
search conducted under that contract.

Dated: February 14,1978.
I r v in g  W o l f ,

Acting Deputy Director, Nation­
al Institute on Alcohol Abuse 
and Alcoholism.

Dated: February 22, 1978.
R obert  L. D u P o n t ,

Director,
National Institute on Drug Abuse.

Dated: February 23, 1978.
D avid  F. K efa u v er , 

Acting Deputy Administrator, 
Alcohol, Drug Abuse, and 
Mental Health Administration.

[FR Doc. 78-6773 Filed 3-16-78: 8:45 am)

[4110-86]

Center fo r Disease Control

CENTER FOR DISEASE CONTROL PROGRAMS  
A N D  POLICIES ADVISORY COMMITTEE (A D  
H O C )

Notice o f M eeting

In accordance with section 10(a)(2) 
of the Federal Advisory Committee 
Act (Pub. L. 92-463), the Center for 
Disease Control announces the follow­
ing Committee meeting:
C enter  for  D isea se  C ontrol (CDC) P ro­

grams and P o lic ies  Adv iso ry  C om m ittee  
(Ad H oc)

Dates: April 11-13, 1978.
Place: Room 207, Building 1, Center for Dis­

ease Control 1600 Clifton Road NE., At­
lanta, Ga. 30333.

Time: 9 a.m.
Type of meeting: Open.
Contact person: Ms. Patsy Whitesell, Execu­

tive Secretary of Committee Bureau of 
Training, Center for Disease Control 1600 
Clifton Road NE., Atlanta, Ga. 30333, 
phone AC/404-633-3311, extension 6502, 
FTS 236-7502.

Purpose: The CDC Programs and Policies 
Advisory Committee (Ad Hoc) will make 
recommendations to the Secretary, the 
Assistant Secretary for Health, and the 
Director, Center for Disease Control per­
taining to future direction, programs, and 
policies for CDC.

Agenda: The Committee will review solicited 
suggestions on the future direction of 
CDC from professionals in the fields of 
public health and preventive medicine, 
and will develop recommendations on 
strategies of intervention for priority 
public health problems in the U.S.
Agenda items are subject to change 

as priorities dictate.
The meeting is open to the public 

for observation and participation. 
Anyone wishing to have a question an­
swered during the meeting by a sched­
uled speaker should submit the ques­
tion in writing, along with his or her 
name and affiliation, through the Ex­
ecutive Secretary to the Chairperson. 
At the discretion of the Chairperson 
and as time permits, appropriate ques­
tions will be asked of the speakers.

A roster of members and other rel­
evant information regarding the meet­
ing may be obtained from the contact 
person listed above.

Dated: March 9, 1978.
W il l ia m  H. F oeg e , 

Acting Director, 
Center for Disease Control. 

[FR Doc. 78-6951 Filed 3-16-78; 8:45 am]

[4110-86]

SAFETY A N D  OCCUPATIONAL HEALTH STUDY 
SECTION

Notice o f M eeting

In accordance with section 10(a)(2) 
of the Federal Advisory Committee

Act (Pub. L. 92-463), the Center for 
Disease Control announces the follow­
ing National Institute for Occupation­
al Safety and Health Committee meet­
ing:

S afety  and O ccupational H ealth S tudy  
S ection

Dates: April 20-21, 1978.
Place: Conference Room C, Parklawn Build­

ing, 5600 Fishers Lane, Rockville, Md. 
20857.

Time: 7 p.m.
Type of meeting: Closed.
Contact person: Donald F. Flick, Ph.D., Ex­

ecutive Secretary, 5600 Fishers Lane, 
Parklawn Building, Room 8-63, Rockville, 
Md. 20857, phone: 301-443-4493.

Purpose: The Committee is charged with 
the initial review of research, training, 
demonstration, and fellowship grant appli­
cations for Federal assistance in program 
areas administered by the National Insti­
tute for Occupational Safety and Health, 
and with advising the Institute staff on 
training and research needs.

Agenda: The Study Section will be perform­
ing the initial review of training grant ap­
plications for Federal Assistance, and will 
not be open to the public, in accordance 
with the provisions set forth in Section 
552b(c)(6), Title 5, U.S. Code, and the De­
termination of the Director, Center for 
Disease Control, pursuant to Pub. L. 92- 
463.

Dated: March 9,1978

W il l ia m  H. F oeg e , 
Acting Director, 

Center for Disease Control.

[FR Doc. 78-6952 Filed 3-16-78; 8:45 am)

[4110-03]

Food and Drug Adm inistration

ADVISORY COMMITTEE

M eeting

AGENCY: Food and Drug Administra­
tion.

ACTION: Notice.

SUMMARY: This notice announces a 
forthcoming meeting of a public advi­
sory committee of the Food and Drug 
Administration (FDA). This notice 
also sets forth a summary of the pro­
cedures governing committee meetings 
and methods by which interested per­
sons may participate in open public 
hearings conducted by the committees 
and is issued under section 10(a) (1) 
and (2) of the Federal Advisory Com­
mittee Act (Pub. L. 92-463, 86 Stat. 
770-776 (5 U.S.C. App. I)), and FDA 
regulations (21 CFR 14) relating to ad­
visory committees. The following advi­
sory committee meeting is announced:

FEDERAL REGISTER, V O L  43, N O . 53— FRIDAY, MARCH 17, 1978



11266 NOTICES

Committee name Date, time, and place Type of meeting and contact person

Board of Tea Experts............  Apr. 3 and 4,10 a.m., Open public hearing, Apr. 3, 10 to 11 a.m.; open
room 700, 850 3d Ave., committee discussion Apr. 3, 11 a.m. to adjourn- 
Brooklyn, N.Y.. ment, Apr. 4, 10 a.m. to adjournment; Robert H.

Dick, 850 3d Ave., Brooklyn, N.Y. 11232, 212-965- 
5739.

General function of the committee. 
Advises on establishment of uniform 
standards of purity, quality, and fit­
ness for consumption of all teas im­
ported into the United States pursu­
ant to 21 U.S.C. 42.

Agenda—Open public hearing. Any 
interested persons may present data, 
information, or views, or orally or in 
writing, on issues pending before the 
board.

Open committee discussion. Discus­
sion and selection of tea standards.

FDA public advisory committee 
meetings may have as many as four 
separable portions: (1) An open public 
hearing, (2) an open committee discus­
sion, (3) a closed presentation of data, 
and (4) a closed committee delibera­
tion. Every advisory committee meet­
ing shall have an open public hearing 
portion. Whether or not it also in­
cludes any of the other three portions 
will depend upon the specific meeting 
involved. There are no closed portions 
for the meetings announced in this 
notice. The dates and times reserved 
for the open portions of each commit­
tee meeting are listed above.

The open public hearing portion of 
each meeting shall be at least 1 hour 
long unless public participation does 
not last that long. It is emphasized, 
however, that the 1 hour time limit 
for an open public hearing represents 
a minimum rather than a maximum 
time for public participation, and an 
open public hearing may last for what­
ever longer period the committee 
chairman determines will facilitate the 
committee’s work.

Meetings of advisory committees 
shall be conducted, insofar as is practi­
cal, in accordance with the agenda 
published in this F ederal R e g is t e r  
notice. Changes in the agenda will be 
announced at the beginning of the 
open portion of a meeting.

Any interested person who wishes to 
be assured of the right to make an 
oral presentation at the open public 
hearing portion of a meeting shall 
inform the contact person listed 
above, either orally or in writing, prior 
to the meeting. Any person attending 
the hearing who does not in advance 
of the meeting request an opportunity 
to speak will be allowed to make an 
oral presentation at the hearing’s con­
clusion, if time permits, at the chair­
man’s discretion.

Persons interested in specific agenda 
items to be discussed in open session 
may ascertain from the contact person 
the approximate time of discussion.

A list of committee members and 
summary minutes of meetings may be 
obtained from the Public Records and 
Documents Center (HFC-18), 5600 
Fishers Lane, Rockville, Md. 20857, be­
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday. The FDA 
regulations relating to public advisory 
committees may be found in 21 CFR 
Part 14.

The Commissioner approves the 
scheduling of meetings at locations 
outside of the Washington, DC, area 
on the basis of the criteria of 21 CFR 
14.22 of FDA’s regulations relating to 
public advisory committees.

Dated: March 9,1978.
W il l ia m  F .  R a n d o lph , 

Acting Associate Commissioner 
for Compliance.

CFR Doc. 78-6784 Filed 3-16-78; 8:45 am]

[4110-03]
PULM ONARY-ALLERGY DRUGS ADVISORY  

COMMITTEE

Renew al

AGENCY: Food and Drug Administra­
tion.
ACTION: Notice.
SUMMARY: Under the Federal Advi­
sory Committee Act of October 6, 1972 
(Pub. L. 92-463, 86 Stat. 770-776 (5 
U.S.C. App. I)), the Food and Drug 
Administration announces the renewal 
of the Pulmonary-Allergy Drugs Advi­
sory Committee by the Secretary, De­
partment of Health, Education, and 
Welfare.
DATE: Authority for this committee 
will expire on May 3Ò, 1978, unless the 
Secretary formally determines that 
continuance is in the public interest.
FOR FURTHER INFORMATION 
CONTACT:

Richard L. Schmidt, Committee 
Management Officer (HFS-20), Food 
and Drug Administration, Depart­
ment of Health, Education, and Wel­
fare, 5600 Fishers Lane, Rockville, 
Md. 20857, 301-443-2765.
Dated: March 9,1978.

W il l ia m  F .  R a n d o lph , 
Acting Associate 

Commissioner for Compliance. 
[FR Doc. 78-6783 Filed 3-16-78; 8:45 am]

[4110-03]
[Docket No. 78G-0027]

VITENCO, INC.

Filing o f Petition for A ffirm ation  o f Gras Status

AGENCY: Food and Drug Administra­
tion.
ACTION: Notice.
SUMMARY: Vitenco, Inc., has filed a 
petition (GRASP 7G0088) proposin g 
affirmation that the use of a lactase 
enzyme, derived from Kluyveromyces 
(Saccharomyces) lactis and entrapped 
inside cellulose triacetate fibers, is 
generally recognized as safe (GRAS) 
for reducing the lactose content of 
milk.
DATE: Comments by May 16,1978.
ADDRESS: Written comments to the 
Hearing Clerk (HFC-20), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, Md. 20857.
FOR FURTHER INFORMATION 
CONTACT:

Corbin I. Miles, Bureau of Foods 
(HFF-335), Food and Drug Adminis­
tration, Department of Health, Edu­
cation, and Welfare, 200 C Street 
SW., Washington, D.C. 20204, 202- 
472-4750.

SUPPLEMENTARY INFORMATION: 
Under the Federal Food, Drug, and 
Cosmetic Act (secs. 201(s), 409, 701(a), 
52 Stat. 1055, 72 Stat. 1784-1788 (21 
U.S.C. 321(s), 348, 371(a))) and the reg­
ulations for affirmation of GRAS 
status under § 170.35 (21 CFR 170.35), 
notice is given that a petition (GRASP 
7G0088) has been filed by Vitenco, 
Inc., 594 Marett Rd., Lexington, Mass. 
02173, and placed on public display at 
the office of the Hearing Clerk, Food 
and Drug Administration, proposing 
affirmation that the use of a lactase 
enzyme, derived from Kluyveromyces 
(Saccharomyces) lactis and entrapped 
inside cellulose triacetate fibers, is 
generally recognized as safe for reduc­
ing the lactose content of milk.

Any petition which meets the 
format requirements outlined in 
§ 170.35 is filed by the Food and Drug 
Administration. There is no prefiling 
review of the adequacy of data to sup­
port a GRAS conclusion. Thus the 
filing of a petition for GRAS affirma­
tion should not be interpreted as a. 
preliminary indication of suitability 
for affirmation.

Interested persons may, on or before 
May 16, 1978, review the petition and/ 
or file comments (four copies) with 
the Hearing Clerk (HFC-20), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, Md. 20857. 
Comments should include any avail­
able information that would be help­
ful in determining whether the sub­
stance is, or is not, generally recog­
nized as safe. A copy of the petition
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and received comments may be seen in 
the office of the Hearing Clerk, ad­
dress given above, between 9 a.m. and 
4 p.m., Monday through Friday.

Dated: March 8,1978.
H o w a rd  R . R o b er ts ,

Acting Director of Bureau of Foods.
[FR Doc. 78-6785 Filed 3-16-78; 8:45 am]

[4110-03]

CARDIOVASCULAR DEVICE CLASSIFICATION  
PANEL /

M eeting

AGENCY: Food and Drug Administra­
tion.

General function of the committee. 
Reviews and evaluates available data 
concerning the safety and effective­
ness of devices currently in use and 
makes recommendations for their reg­
ulation.

Agenda—Open public hearing. Inter­
ested parties are encouraged to pre­
sent information pertinent to this 
panel’s tentative classification findings 
to the executive secretary. Those de­
siring to make formal presentations 
should notify the executive secretary 
by March 24, .1978 and submit a brief 
statement of the general nature of the 
evidence or arguments they wish to 
present, the names and addresses of 
proposed participants, references to 
any data to be relied on, and an indica­
tion of the approximate time required 
to make their comments.

Open committee discussion. During 
this portion of the meeting, panel 
members will review their classifica­
tion recommendation for defibrilla­
tors, discuss labeling for defibrillators 
with a stored energy greater than 400 
joules, review clinical data (if avail­
able) from testing of teflon-coated 
guide wires, and review guidelines for 
the clinical testing of pacemakers and 
oxygenators as required in support of 
premarket notification submissions (21 
U.S.C. 360(k)).

Closed committee deliberations. The 
panel members will discuss suggestions 
from the sponsor of the Hunter-Ses­
sions Vena Cava Balloon Occluder for 
revising the indications and caution 
statements.

The panel will also discuss transi­
tional New Drug Applications (NDA’s)

ACTION: Notice.
SUMMARY: This notice announces a 
forthcoming meeting of a public advi­
sory committee of the Food and Drug 
Administration (FDA). This notice 
also sets forth a summary of the pro­
cedures governing committee meetings 
and methods by which interested per­
sons may participate in open public 
hearings conducted by the committees 
and is issued under section 10(a) (1) 
and (2) of the Federal Advisory Com­
mittee Act (Pub. L. 92-463, 86 Stat. 
770-776 (5 U.S.C. App. I)), and FDA 
regulations (21 CFR Part 14) relating 
to advisory committees. The following 
advisory committee meeting is an­
nounced:

for biological arterial grafts and sup­
porting Investigational New Drug Ap­
plications (INDA’s) for these products.

This portion of the meeting will be 
closed to permit discussion of trade 
secret data (5 U.S.C. 552b(c)(4)).

Each public advisory committee 
meeting listed above may have as 
many as four separable portions: (1) 
An open public hearing, (2) an open 
committee discussion, (3) a closed pre­
sentation of data, and (4) a closed 
committee deliberation. Every adviso­
ry committee meeting shall have an 
open public hearing portion. Whether 
or not it also includes any of the other 
three portions will depend upon the 
specific meeting involved. The dates 
and times reserved for the separate 
portions of each committee meeting 
are listed above.

The open public hearing portion of 
each meeting shall be at least 1 hour 
long unless public participation does 
not last that long. It is emphasized, 
however, that the 1 hour time limit 
for an open public hearing represents 
a minimum rather than a m aximum  
time for public participation, and an 
open public hearing may last for what­
ever longer period the committee 
chairman determines will facilitate the 
committee's work.

Meetings of advisory committees 
shall be conducted, insofar as is practi: 
cal, in accordance with the agenda 
published in this F ederal R e g is t e r  
notice. Changes in the agenda will be 
announced at the beginning of the 
open portion of a meeting.

Any interested person who wishes to 
be assured of the right to make an 
oral presentation at the open public 
hearing portion of a meeting shall

inform the contact person listed 
above, either orally or in writing, prior 
to the meeting. Any person attending 
the hearing who does not in advance 
of the meeting request an opportunity 
to speak will be allowed to make an 
oral presentation at the hearing’s con­
clusion, if time permits, at the chair­
man’s discretion.

Persons interested in specific agenda 
items to be discussed in open session 
may ascertain from the contact person 
the approximate time of discussion.

A list of committee members and 
summary minutes of meetings may be 
obtained from the Public Records and 
Documents Center (HFC-18), 5600 
Fishers Lane, Rockville, Md. 20857, be­
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday. The FDA 
regulations relating to public advisory 
committees may be found in 21 CFR 
Part 14.

The Commissioner, with the concur­
rence of the Chief Counsel, has deter­
mined for the reasons stated that 
those portions of the advisory commit­
tee meetings so designated in this 
notice shall be closed. The Federal Ad­
visory Committee Act (FACA), as 
amended by the Government in the 
Sunshine Act (Pub. L. 94-409), permit 
such closed advisory committee meet­
ings in certain circumstances. Those 
portions of a meeting designated as 
closed, however, shall be closed for the 
shortest possible time, consistent with 
the intent of the cited statutes.

The FACA, as amended, provides 
that a portion of a meeting may be 
closed where the matter for discussion 
involves a trade secret; commercial or 
financial information that is privileged 
or confidential; information of a per­
sonal nature, disclosure of which 
would be a clearly unwarranted inva­
sion of personal privacy; investigatory 
files compiled for law enforcement 
purposes; information the premature 
disclosure of which would be likely to 
significantly frustrate implementation 
of a proposed agency action; and infor­
mation in certain other instances not 
generally relevant to FDA matters.

Examples of portions of FDA adviso­
ry committee meetings that ordinarily 
may be closed, where necessary and in 
accordance with FACA criteria, in­
clude the review, discussion, and evalu­
ation of drafts of regulations or guide­
lines or similar preexisting internal 
agency documents, but only if their 
premature disclosure is likely to sig­
nificantly frustrate implementation of 
proposed agency action; review of 
trade secrets and confidential commer­
cial or financial information submitted 
to the agency; consideration of mat­
ters involving investigatory files com­
piled for law enforcement purposes; 
and review of matters, such as person­
nel records or individual patient re-

Committee name Date, time, and place Type of meeting and contact person

Cardiovascular Device Clas- Apr. 7 ,9 a.m., room 
sification Panel. 1409, FB-8, 200 C St.

SW„ Washington D.C.

Open public hearing 9 to 10 a.m.; open committee 
discussion 10 a.m. to 2 p.m.; closed committee de­
liberations 2 Vo 4 p.m.; Glenn A Rahmoeller 
(HFK-450), 5787 Georgia Ave., Silver Spring, Md. 
20910, 301-427-7560.
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