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Opening Pemarks: Dr. Louis M. Hellman, Chezirman
Dr. Herbert L. Ley, Director, Bureau of Medicine

L. 1ue pevelropment ol rFood and Yrug Laws and KHegulations
William W. Goodrich
A. . Drugs :
B. Devices

2. Present Use and New Developments in the Field of Intra-uterine
Contresceptive Device -~ Dr. Sheldon Segal

3. Quality Control of Intra-uterine Devices
Dr. John Mc Shefferty
Director of Pharmaceutical Development.,
Ortho Pharmaceutical Corporaticn

k. Results of Clinical Experience with Intra-uterine Devices
: Dr. Christopher Tietze
5. Fdllow—up On the Report On the Oreal Contraceptives
Dr. E. 1. Ortiz

G, CONCTHSIONT AND RECORSFODATIONS - Dr. Louis M. Hellman
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Dr. Segal continued his presentation stating that there are various recomm-
endations es to the time of insertion.

1) Relationship to the last parturition. There tends to be a higher
expulsion rate if inserted immediately post épllvery Alter 72 hours
post-partum there is better retention, while after 96 hours the expulsion-
rate is similar to that seen 6 weeks po%t—partum.

2) Relationship to the last menstrustion. There seems to be no effect on
uterine activity. The advantages of insertion immediately after the
menses are: : : :

2) Less dilation of the cervix is required.
b) There is less bleeding.
c) There is practically no chance of inserticn in a grav1d uterus.

3) Insertion after incomplete abortion. There seems to be no apparent
increase in pelvic inflammabory disease if the device is inserted
immediately post abortion.

Dr. Segal then discussed some side effects:

1) Bleeding is probably the most common side effect. When encountered
immediately after insertion this is probably traumatic., There is no
apparent explanation for the latent bleeding encountered.

2) Possibility of carcinogenic potential, The study currently under way
in Barbados is up to 30,000 wemen years of use. This may yield some
figures as to cervicel dysplasia and possibly cercinoma. No study
currently in progress will give figures regarding endometrial carcinoma.

3) Pelvic inflemmatory disease. The Barbados study will provide this
" information.

CLINICAL ASPECTS:

Dr. Tietze mentioned the incidence of ectopic pregnancies with intrauterine
devices, He stated that intrauterine devices prevent uterine and ectopic
pregnancies but seem to be more.efficacious in the prevention of uterine
pregnancies than ectoplc pregnanciss. Dr. Tietze then presented a cummulative
report of clinicel data obtained under the auspices of the Population Council
on users of intrauterine devices. The data presented is contained in the
Seventh Progress Report of the Cooperative Statistical Progyam for the
Evaluation of Intrauterine Devices dated September 30, 19 66 and published
elsevhere,

FOLLOW-UP OM ORAL, CONTRACEPTIVE REPORT:
Dr. Tey then presernted to the Commitiee a progress report on the teon recown-
endations contained in the report on oral contraceptives.

I. The pilot study at Johns Hopking is currently belng expanded.
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The study et the University of Pittsburgh is to be terminated in March
of 1967. Currently negotiastions are in progress with Kaiser tc expand
the present contract to include study of oral contraceptives. Dr.
Corfiman stated that Dr. Segal and. he will hold a meeting with members of
the Kaiser Fermante group since the FDA apparently cannot fund a contract
this fiscel year.

Action taken seme as #II1.

Surveillance has been strengthened by (1) orgaznizing a Task Force on
Adverse Rezctions under the direction of Dr. Ruskin (2) Soliciting requests
from potential users of information so as to provide a betber service

(3) revision of the standerd form 1639.

FDA edverse reactions reporting program has been reviewed by a staff
nember from NIH. :

At 2 meeting in October of 1966 this question was discussed with the

.manufacturers.

This function is more suited for NIH.
Uniform labeling for cral contraceptives has been developed.

The time limitations have been discontinued under revised labeling.
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Drocessing expedited,

Dr. Hellman appointed several Task Forces. They are to meet separetly and
Turnish & report at the next meeting of the Committee, which will be held
in May of 1966. The task forces will be constituted as follows:

Utility, Effectiveness and Safety
Dr. Tietze (c)
Dr. Sartwell
Dr. Kohl
Pelvic Inflammatory Disease
Dr. Scott {C).
Dr. Delfs
Dr, Mesi .
Histopathologic Effects - _ .
Dr. Hertz (C)
Dr. Carrington
Dr. Adamsens
Biological Acticn
Dr. Segal (C)
Dr. Corfman
Iegislative Recommendations
Dr. Fuller (C)
Dr. Hellman
Dr. Fastman
Respebtfullv Submitted, .
E. M. Ortiz, M.D. ﬁ,
Executive Sscretary




